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PEDIATRIC CIRCULATORY SUPPORT
BAA NHLBI-HV-04-01

[This Solicitation, Offer,and Award is a Broad Agency Announcement, a special type of Request for
Proposals or RFP. The text below in Sections B through K represents the anticipated language of
a contract that would result from an award pursuant to this solicitation with information and editing
as required appropriate to the successful proposal and offeror as awarded. Offerors may edit or
substitute the clauses below as needed to represent their organization type and proposed contract
type. Solicitation provisions and contract clauses are included below as required for negotiated
acquisitions pursuant to a Request for Proposals.

[Sample contract clauses follow below. For further guidance to fill out your proposal and/or to
obtainvariant clauses appropriate to your offer, see http.//ocm.od.nih.gov/contracts/rfps/SAMPKT.
HTM#B. This draft is based on an anticipated Cost type, completion form, incrementally funded
research contract. Proposals for other contract types and forms should be altered accordingly to
use the appropriate clauses and language. RFP provisions and instructions may be found at: http://
rcb.cancer.govircb-internet/wkf/sample-contract. htm. ]

SECTION B—SUPPLIES OR SERVICES AND PRICES/COSTS
ARTICLE B.1. BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

This Broad Agency Announcement (BAA) will establish multidisaplinary research teams. Each
teamwill perform basic and appliedresearch todevel op novel circulatory assist devicesor other bio-
engineered systemsfor infantsand children with congenital and acquiredcardiovascul ar diseasewho
experience cardiopulmonary failure and circulatory collapse. The BAA isintended to complement
and enhance ongoing NHL BI research programsin pediatric cardiovascular disease. The BAA also
complements the Institute’s circulatory support/artificial heart program.

ARTICLE B.2. ESTIMATED COST
a  Theestimated cog of this contract is$

b. Total funds currently available for payment and allotted to this contract are $ . For
further provisions on funding seethe LIMITATION OF FUNDS clause referenced in Article
[.2., Authorized Substitutions of Clauses.

c. Itisestimated that theamount currentlyallotted will cover performanceof the contr act through
February 14, 2005.

d. The Contracting Officer may allot additional fundsto the contract without the concurrence of
the contractor.

e.  Futureincrementsto be alotted to this contract areestimated as follows:

Period Amount
02/15/2004 - 02/14/2005
02/15/2005 - 02/14/2006
02/15/2006 - 02/14/2007
02/15/2007 - 02/14/2008
02/15/2008 - 02/14/2009

Total


http://ocm.od.nih.gov/contracts/rfps/SAMPKT.HTM#B
http://rcb.cancer.gov/rcb-internet/wkf/sample-contract.htm
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ARTICLE B.3. PROVISIONS APPLICABLE TODIRECT COSTS
a  Items Unallowable Unless Otherwise Provided

Notwithstandingtheclause, ALLOWABLE COST AND PAYMENT, incorporatedinthiscon-
tract, unless authorized in writing by the Contracting Officer, the costs of the followingitems
or activities shall be unallowable as direct costs:

(1) Acquisition, by purchase or lease, of any interest in red property;
(2) Specia rearrangement or alteration of facilities;

(3) Purchase or lease of any item of genera purpose office furniture or office equipment
regardless of dollar value. (General purpose equipment is defined as any items of per-
sonal property which areusablefor purposesother than research, such asoffice equipment
and furnishings, pocket calculators, etc.);

(4) Travel to attend general scientific meetings;
(5) Patient care cods;

(6) Accountable Government property (defined as both real and personal property with an
acquisition cost of $1,000 or more and a life expectancy of more than two years) and
“sensitiveitems’ (defined and listedinthe Contractor's Guide for Control of Government
Property, 1990), regardless of acquisition value.

b. Travel Costs
Domestic Travel

(1) Tota expendituresfor domestictravel (transportation, lodging, subsistence, andincidenta
expenses) incurred in direct performance of this contract shall not exceed $
without the prior written approval of the Contracting Officer.

(2) The Contractor shall invoice and be reimbursed for dl travel costs in accordance with
OMB Circular A-21.

ARTICLE B.4. ADVANCE UNDERSTANDINGS

Other provisions of this contract notwithstanding, approval of the following itemswithin thelimits
set forth is hereby granted without further authorization from the Contracting Officer.

a  [Specific elements of cost, which normally require prior written approval of the Contracting
Officer before incurring the cost (e.g., foreign travel, consultant fees, subcontracts) will be
included in this Article as agreed upon by both parties during negotiations.]

SECTION C—DESCRIPTION/SPECIFICATIONS/WORK STATEMENT
ARTICLE C.1. STATEMENT OF WORK

a.  Independently, and not as an agent of the Government, the Contractor shall furnish al the
necessary services, qualified personnel, maerial, equipment, and facilities, not otherwise
provided by the Government as needed to perform the Statement of Work, Section J, Attach-
ment 1, attached hereto and made apart of this contrect.

[Contracts awarded as a result of this BAA will incorporate the Statement of Work proposed by the
offeror and negotiated and accepted by the Government and shall be incorporated in Section J,
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Attachment I or referenced herein and considered a part of the Statement of Work. A sample State-
ment of Work follows below and may be replaced by the offeror’s Statement of Work.]

[Refer to Section L, Subsection I for essential technical
information and Section M for evaluation factors.]

[This solicitation is not intended primarily to fund formal device readiness and reliability testing.
In order to achieve the goals of this BAA, a statement of work organized into sequential tasks is
recommended. The proposal must address the work, proposed costs, program plan on a task-by-task
basis, organizational structure with appropriate time schedules, and specific descriptions of work
elements and methodology. Because this announcement is soliciting research for a family of devices
and an offeror may be proposing research for only one of the device systems described below, the
offeror must submit a statement of work specific to the research proposed. Typical work elements
are described here for illustrative purposes. Typical work elements or tasks should, as an example,
include the following.]

Task 1. Design and Analysis

The contractor shall perform appropriate theoretical studies to justify the concepts described
in the proposal. These studies may include mathematical modeling and/or computer smula-
tions of the proposed concept, corrosion controls, physiologic performance for the normal and
diseased heart conditions, reliability model for the proposed device, andfailuremodeandyses.

Task 2. Research and Development Components

The contractor shall perform research to implement conceptsfor anew and/or improved circu-
latory support system, such as an energy converter, blood pump, control system, and power
source as well as for improved biocompatibility. The outcome of this research will be the
development of new or improved implantable and extracorporeal components.

Task 3. Research and Development of the Proposed System

Thecontractor shall performresearchinvolving the complete systemthat considersfactorssuch
as input power requirements; stage-by-stage eficiency; gyroscopic effects, size, weight, and
specificgravity and density of the device; placement of the device; biocompatibility; repair and
maintenance; and sensitivity to the environment. Control systems should be simple, self-
regulatory, and programmable.

Task 4. Fabricaion and Manufacturability

The contractor shall fabricate systemsthat will betested in vitro and/or in vivo. Effort shall be
extended to devel op fabrication procedures, documentation, material s control, and acceptance
procedures. Manufacturability of componentsand acomplete system must be addressed in the
system design. Design should take into consideration the risk of obsolescence should pur-
chased parts become unavailable.

Task 5. In Vitro Testing and Evaluation

The contractor shall perform in vitro tests, as necessary, to demonstrate the transient and
chronic performance charaderistics of the completed sysem.

Task 6. In Vivo Evaluation

Evauation of the complete proposed system in animas shall be accomplished by the
contractor. Theevaluation shall includetherecording of appropriate physiologic and hematol-
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ogic parameters of animals with implants and the recording of the performance of the
implanted system. Necropsy studies and evaluation of the state of the system before, during,
and after implant shall be part of this evaluation.

Task 7. Biocompatibility

The biocompatibility of candidate materials shall be evaluated by both component testing and
whole system testing, as necessary, in vitro and in vivo. This evaluation shall address the
interactions between the materials and both blood and tissues with which a system will come
in contact. Compatibility should take into account thermal regul ation and hermetic sealing.
Datashall be collected beforeand at several time points during operation, aswell asfollowing
theimplant period, and measures of biocompatibility asafunction of time shall be documented.

Task 8. Quality Control Programs

In the later phase of the proposed program, the contractor shall implement quality control
proceduresover all phasesof purchase, inspection, fabrication, assembly, and testing of compo-
nentsand the entire systemin accordance with Food and Drug Administration Good Manufac-
turing Practices (GMP) and International Organization for Standardization (1ISO) 9000 docu-
ments, as appropriate. Configuration control, deficiency reporting system, and related effort
must be included in this task.

Task 9. Reliability

The contractor shall analyzethe results of theoretical, experimental studies, and in vitro useto
estimate future reliability and performance of the system in relation to the proposed clinical
use.

Task 10. Publications

The contractor shall prepare scientific and technical papers of research and development
performed under thiscontract for publication inscientific journds. Some publications, oneto
two per year, may be considered as collaborative efforts among the several contractors sup-
ported in this program.

b. Incarrying out the Statement of Work, the contractor shall ensure that quality assurance and
quality control standards are established, documented, and followed to assure both accuracy
and precision of the resources and data generaed by the program.

c. Technology and sciertific advances are expected to occur during the contract performance
period. In order to keep pacewith state-of-the-art advances, changes may be requiredto the
Technical Plan. A scientific Progress Review Panel will be estallished by the NHLBI to
monitor progress, review study findings/data and safety, and make recommenddions to the
NHLBI.

d. TheProgram Plan, referencedin Article C.2., paragraph a., shall be used to monitor contractor
performance. Upon receipt, the Program Plan and any amendments thereto are incorporated
by reference.

ARTICLE C.2. REPORTING REQUIREMENTS
a. Technical Progress Reports

[In addition to the required reports set forth elsewhere in this Schedule, the preparation and
submission of regularly recurring Technical Progress Reports will be required in any contract
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resulting from this solicitation. These reports will require descriptive information about the
activities undertaken during the reporting period and will require information about planned
activities for future reporting periods. The frequency andspecific content of these reports will
be determined during negotiations.

[For proposal preparation purposes only, it is estimated that copies of these reports will be
required as described below. These reports are intended for use by all contractors in the pro-
gram. For reports containing confidential or proprietary data, edited reports shall be sub-
mitted to the collaborating contractors and full reports, appropriately marked as to
confidential data, shall be submitted to the Contracting Officer and the Project Officer.]

In addition to those reports required by the other terms of this contract, the contractor shall
prepare and submit the following reports in the manner stated and in accordance with Article
F.1. DELIVERIES of this contract:

1. Program Plan: A program plan that provides a detailed description of the activities for
the entire contractual period, presented in atime-oriented sequence. This program plan
must be submitted not |ater than 30 days after contract award and annually thereafter. For
clarity and brevity, one-page charts shall be utilized whenever possible. The program
plan must receive NHLBI approval prior to the start of the research.

2. Quarterly Progress Reports: A progress report that describes the work performed during
the prior three-month period. These reports are not required for calendar quarters when
the following reports are due.

3. Draft Annua Reports. Comprehensive annual reportsthat shall serve astechnical refer-
ence documents. These documents shall describe the objectives of the work, al of the
activitieswith significant scientific data, the results of the previous nine months’ effarts
(including publications) and a perspective of these results related to published data. The
draft annual reports are due three months before the contract anniversary date as part of
the annual incremental funding package. Thedraft shall cover a period of ninemonths.
This report is not required when the Draft Final Report is due.

4. Annua Reports. Comprehensive annual reports that shall serve as technical reference
documents. These documents shall describe theobjectives of thework, al of the ctivi-
ties with significant scientific data, the results of the year’s efforts (including publica
tions), and a perspective of these results relative to published data. Each annual report
shall includethedraft annual report and any additional dataover thetwel ve-month period.
This report is not required when the Final Report is due.

5. Draft Final Report: Inthefifth year, adrdt fina report is due three months before the
contract completion date. Thisreport shall besimilar in content to the annual reportsplus
asummary of significant adivities from all prior years.

6. Fina Report: Inthefifth year, the final report is due on thecompletion date of the con-
tract, comprisingall content, corrections, and updates to the draft final report.

7. Technical DataPackage: At the end of the contract period, the contractor shall deliver to
the NHLBI atechnical data package, including a complete set of engineering drawings
and one completepediatric circuatory suppart system developed during their program.
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8. Financial Reports: Contractorspaid under the DHHS Payment M anagement System shall
submit monthly Contract Financial Reports (three copies) using form NIH 2706. (This
report will belisted inaseparate articleandisomitted fromthelistin Article F.1. below.)

ARTICLE C.3. INVENTION REPORTING REQUIREMENT

All reports and documentation required by FAR Clause 52.227-11 including, but not limited to, the
invention disclosurereport, the confirmatorylicense, and the government support certification, shall
be directed to the Extramural Inventions and Technology Resources Branch, OPERA, NIH, 6705
Rockledge Drive, Room 1040 A, M SC 7980, Bethesda, Maryland 20892- 7980 (Tel ephone: 301-435-
1986). In addition, one copy of the annual utilization report, and a copy of the fina invention
statement, shall be submitted to the Contracting Officer at the address listed below. The fina
invention statement (see FAR 27.303(a)(2)(ii)) shall be submitted within 90 days after contract
expiration to the following address:

Contracting Officer

National Institutes of Health

National Heart, Lung, and Blood Institute
Rockledge 2, Room 6110

6701 ROCKLEDGE DR MSC 7902
BETHESDA MD 20892-7902

To assist contractorsin complyingwith invention reporting requirements of the clause, the NIH has
developed “Interagency Edison,” an electronicinvention reporting system. Use of Interagency Edi-
son isencouraged as it streamlines the reporting process and greatly reduces paperwork. Accessto
the system is through a secure interactive Web site to ensure that all informaion submitted is
protected. Interagency Edison and information relating to the capabilities of the system can be
obtained from the Web (http://www.iedison.gov), or by contacting the Extramural Inventions and
Technology Resources Branch, OPERA, NIH.

SECTION D—PACKAGING, MARKING, AND SHIPPING

The Contractor shall guarantee that dl required materials shall be delivered in immediately usable
and acceptable condition.

SECTION E—INSPECTION AND ACCEPTANCE

a.  The Contracting Officer or the duly authorized representative will perform inspection and
acceptance of materials and services to be provided.

b.  For the purpose of this article the Project Officer is the authorized representative of the Con-
tracting Officer.

c. Inspection and acceptancewill be performed at:

National Institutes of Health

National Heart, Lung, and Blood Institute
Rockledge 2, Room 6110

6701 ROCKLEDGE DR MSC 7902
BETHESDA MD 20892-7902

Acceptance may be presumed unless otherwiseindicated in writing by the Contracting Officer
or the duly authorized representative within 30 days of receipt.


http://www.iedison.gov/
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d. Thiscontract incorporates the following clause by reference, with the same forceand effect as
if it were given in full text. Upon request, the Contracting Officer will make its full text
available.

FAR Clause 52.246-9, INSPECTION OF RESEARCH AND
DEVELOPMENT—(SHORT FORM) (APRIL 1984).

SECTION F—DELIVERIES OR PERFORMANCE
ARTICLE F.1. DELIVERIES

Satisfactory performance of this contract shal be deemed to occur upon performance of the
statement of work asset forthin Article C.1. and delivery and acceptanceby the Contracting Officer,
or the duly authorized representative, of the following items in accordancewith the stated delivery
schedule.

Theitems specified below asdescribed in Section C, Article C.2. shall bedeliveredf.o.b. destination
as set forth in FAR 52.247-35, F.O.B. DESTINATION, WITHIN CONSIGNEE'S PREMISES
(APRIL 84) andinaccordancewith and by the date(s) specified below [and any specifications stated

in Section D, PACKAGING,MARKING AND SHIPPING, of this contract]:

Iltem Description

Dedlivered to:

Delivery Schedule

1.

Program Plan
Quarterly Progress
Reports

Draft Annual Reports

Annual Reports

Draft Final Report

Final Report

Technical D ata Package

Project Officer and
Contracting Officer

Project Officer,
Contracting Officer,
and collaborating
contractors

Project Officer and
Contracting Officer

Project Officer,
Contracting Officer,
and collaborating
contractors

Project Officer and
Contracting Officer

Project Officer,
Contracting Officer,
and collaborating
contractors

Contracting Officer

Within thirty days following contract award and
annually thereafter.

On thefifteenth calendar day following completion of
each three months of performance, except when one of
the following reportsis due.

3 months before the contract anniversary date except

when item 5. below is required.

On thefinal day of each year of contract performance
except when item 6. below is required.

3 months before the contract completion date.

On the completion date of the contrect.

On the completion date of the contrect.

[t may be necessary to revise this delivery schedule based on information included in the proposals
received in response to the BAA.] Deliverables shdl be sent to the following addresses:
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Addressee ltem Quantity

Project Officer 1-6 5 each
Clinical and Molecul ar Medicine Program, DHVD, NHLBI

6701 ROCKLEDGE DR MSC 7940

BETHESDA MD 20892-7940

Contracting Officer 1-7 1 each
Contracts Operations Branch, DEA, NHLBI

6701 ROCKLEDGE DR MSC 7902

BETHESDA MD 20892-7902

The collaborating contractors 2,4,6 1eachper
(List to be developed) contractor

ARTICLE F.2. STOP WORK ORDER

This contract incorporates the following clause by reference, with the same force and effect asif it
were given in full text. Upon request, the Contracting Officer will makeits full text available.

FAR Clause 52.242-15, STOP WORK ORDER (AUGUST 1989) with
ALTERNATE | (APRIL 1984).

SECTION G—CONTRACT ADMINISTRATION DATA

ARTICLE G.1. PROJECT OFFICER

The following Prgect Officer will represent the Government for the purpose of this cortract:
[To be named]

The Project Officer isresponsiblefor: (1) monitoring the Contractor's technical progress, including
the surveillance and assessment of performance and recommending to the Contracting Officer
changesinrequirements; (2) i nterpreting the Statement of Work and any other technical performance
requirements; (3) performing technical evaluation asrequired; (4) performing technical inspections
and acceptances required by this contract; and (5) assistingin the resolution of technical problems
encountered during performance.

The Contracting Officer is the only person with authority to act as agent of the Government under
this contract. Only the Contracting Officer has authority to: (1) direct or negotiate any changesin
the Statement of Work; (2) modify or extend the period of performance; (3) change the delivery
schedule; (4) authorize re mbursement to the Contractor of any costsincurred during the perform-
ance of this contract; or (5) otherwise change any terms and conditions of this contract.

The Contracting Officer hereby designatesthe Project Officer asthe Contracting Officer’ sauthorized
representativeresponsiblefor sgning software license agreementsissued asaresult of thiscontract.

The Government may unilaterally change its Project Officer designation.
ARTICLE G.2. KEY PERSONNEL

Pursuant to the Key Personnel clause incorporated in this contract, the following individuals are
considered to be essential to the work being performed hereunder:

NAME TITLE
[To be named] Program Manager
[(and others as deemed appropriate)]
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ARTICLE G.3. INVOICE SUBMISSION/CONTRACT FINANCING REQUEST

Invoice/Financing Request Instructions for NIH Cost-Reimbursement Type Contracts NIH(RC)-1
are attached and made part of this contract. The instructions and the following directions for the
submission of invoices/financing requests must be followed to meet the requirements of a*“ proper”
payment request pursuant to FAR 32.9.

An original and two copies to the following designated billing office:

Robert A. Julia

Contracting Officer

Contracts Operations Branch

National Heart, Lung, and Blood Ingti tute, NIH
Rockledge 2, Room 6110

6701 ROCKLEDGE DR MSC 7902
BETHESDA MD 20892-7902

Inquiries regarding payment of invoices should be directed to the designated billing office,
(301) 435-0340.

ARTICLE G.3. LETTER OF CREDIT PAYMENT INFORMATION /Alternate]

Advance paymentswill be provided under Letter of Credit Number 7508 in accordancewith
AlternateV, Advance PaymentsWithout Special Bank Account, of FAR Clause52.232-12, Advance
Payments. Thisclauseis provided in full text in Artide |.4. of this contract.

Thecontractor shall withdraw funds pursuant to Department of Treasury Circular 1075(31 CFR Part
205, http://www.access.gpo.gov/naralcfr/waisidx_00/31cfr205_00.html).

() Invoice/Financing Request Instructions for NIH Cost-Reimbursement Type Contracts,
NIH(RC)-4, are attached and made a part of this contract for the submission of completion
and/or final invoices. Theinvoiceinstructionsand the following directionsfor the submission
of invoices/financing requests must befollowed to meet therequirementsof a“proper” invoice,
pursuant to FAR 32.9. The completion and/or final invoice shall be submitted as follows:

An origina and two copies to the following office:

Robert A. Julia

Contracting Officer

Contracts Operations Branch

Nationa Heart, Lung, and Blood Ingti tute, NIH
Rockledge 2, Room 6110

6701 ROCKLEDGE DR MSC 7902
BETHESDA MD 20892-7902

(2) Inquiriesregarding payments should be directedto the following office administering advance
payments:

Division of Payment Management
11400 Rockville Pike

ROCKWALL BLDG #1 SUITE 700
ROCKVILLE MD 20852
http://www.dpm.psc.gov/support/contact
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ARTICLE G.4. CONTRACT FINANCIAL REPORT [To be used only with Alternate G.3]

a.  Financia reportson the attached Form NIH 2706, Financial Report of Individual Project/Con-
tract, shall be submitted by the contractor in accordance with the Instructionsfor Completing
Form NIH 2706, which accompany theform, in an origina and two copies, not later than the
30th working day after the close of the reporting period. Theline entries for subdivisions of
work and elements of cost (expenditure categories) which shall be reported within the total
contract are discussed in paragraph e., below. Subsequent changes and/or additionsintheline
entries shall be made i n writing.

b.  Unlessotherwise statedinthat part of the I nstructionsfor Completing Form NIH 2706, entitled
“PREPARATION INSTRUCTIONS,” al columns A through J shall be completed for each
report submitted.

c. Thefirst financial report shall cover the period consisting of thefirst full calendar month fol -
lowing the date of the contract, in addition to any fractional part of the initial month. There-
after, reportswill be on a monthly basis.

d. The Contracting Officer may require the contractor to submit detaled support for costs
contained in one or more interim financial reports. This article does not supersede the record
retention requirementsin FAR Part 4.7.

e. The listing of expenditure categories to be reported is identified in Financia Report of
Individual Project/Contract, NIH 2706, attached hereto and made a part of this contract as
Attachment 3,in Section J.

f.  The Government may unilaterally revisethe NIH 2706 to reflect the allotment of additional
funds.

ARTICLE G.4. INDIRECT COST RATES

In accordance with Federal Acquisition Regulation (FAR) (48 CFR Chapter 1) Clause 52.216-7
(d)(2), Allowable Cost and Payment incorporated by reference in this contract in PART 11, Section
I, the cognizant Contracting Officer responsiblefor negotiating provisional and/or final indirect cost
ratesisidentified as follows:

Chief, Division of Fnancial Advisory Services
Office of Acquisition Management and Policy
National Institutes of Health

6100 EXECUTIVE BLVD RM 6B05 MSC7540
BETHESDA MD 20892-7540

[Additional guidance on indirect costs is available from the Division of Financial Advisory Services,
Office of Acquisition Management and Policy at http://ocm.od.nih.gov/dfas/idcsubmission.htm.]

ARTICLE G.5. GOVERNMENT PROPERTY

Inadditiontotherequirementsof thedause, GOVERNMENT PROPERTY , incorporated in Section
| of thiscontract, the Contractor shall comply withtheprovisionsof DHHSPublication, Contractor's
Guide for Control of Government Property (1990), which is incorporated into this contract by
reference. Among other issues, this publication providesasummary of the Contractor'sresponsibili-
tiesregarding purchasing authorizationsand inventory and reporting requirementsunder the contract.
A copy of this publication is available upon request to the Contract Property Administrator.
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Requestsfor information regarding property under this contract should be directed to the following
office:

Contracts Property Administrator

Division of Persona Property Services, NIH

6011 Building, Suite 637

6011 EXECUTIVE BLVD MSC 7670

BETHESDA MD 20892-7670 Telephone: (301) 496-6466

ARTICLE G.6. POST AWARD EVALUATION OF CONTRACTOR PERFORMANCE
a  Contractor Performance Evaluations

Interim and final evaluations of contractor performance will be prepared on this contrect in
accordance with FAR 42.15. The fina performance evduation will be prepared at the time
of completion of work. In addition to the final evaluation, one interim evaluation will be
performed.

Interim and final evaluations will be provided to the Contractor as soon as practicable after
completion of the evaluation. The Contractor will be permitted thirty days to review the
document and to submit additional information or a rebutting statement. Any disagreement
between the parties regarding an evaluation will be referred to an individual one level above
the Contracting Officer, whosedecision will be final.

Copies of the evaluations, contractor responses, and review comments, if any, will beretained
as part of the contract file, and may be used to support future award decisions.

b. Electronic Accessto Contractor Performance Evaluations

Contractorsthat have Internet capabi lity may access eval uationsthrough a secure Web site for
review and comment by completing the registration form that can be obtained at the following
address: http://ocm.od.nih.gov/cdmp/cps_contractor.htm

The registration process requires the contractor to identify anindividual that will srve as a
primary contact and who will be authorized access to the eval uation for review and commert.
In addition, the contractor will be required to identify an alternate contact who will be
responsiblefor notifying the cognizant contracting official in the event the primary contact is
unavailable to process the evaluation within the required 30-day time frame.

SECTION H—SPECIAL CONTRACT REQUIREMENTS

ARTICLE H.1. REIMBURSEMENT OF COSTS FOR INDEPENDENT RESEARCH AND
DEVELOPMENT PROJECTS

The primary purpose of the Public Health Service (PHS) is to support and advance independent
research within the scientific community. This support is provided in the form of contracts and
grantstotaling approximately 7 billion dollars annual ly. PHS has established effective, time tested
andwel| recogni zed proceduresfor stimulating and supporting thi sindependent research by selecting
from multitudes of applicationsthoseresearch projectsmost worthy of support withinthe constraints
of its appropriations. The reimbursement through the indirect cost mechanism of independent
research and development costs not incidental to product improvement would circumvent this
competitive process.

To ensure that all research and development projects receive similar and equal consideration, all
organizationsmay competefor direct funding of i ndependent research and devel opment projectsthey
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consider worthy of support by submitting those projects to the appropriate Public Health Service
grant office for review. Since these projects may be submitted far direct funding, the Contractor
agreesthat no costsfor any indgpendent research and devel opment project, includng all applicabe
indirect costs, will be claimed under this contract.

ARTICLE H.2. HUMAN SUBJECTS

It is hereby understood and agreed that research involving human subjects shall not be conducted
under this contract, and that no material developed, modified, or delivered by or to the Government
under this contract, or any subsequent modification of such material, will beused by the Contractor
or made available by the Contractor for use by anyone other than the Government, for experimental
or therapeutic use involving humans without the prior written approval of the Contracting Officer.

ARTICLE H.2. HUMAN SUBJECTS /Alternate]

The Contractor shall provide to the Contracting Officer on an annual basisa properly completed
Optional Form 310, Protection of Human SubjectsA ssurancel dentification/Certificatior/Declaration
certifying IRB review and approval of the protocol(s). The human subject certification can also be
met by submission of the Contractor's self designated form, provided that it containstheinformation
required by the Optional Form 310. Section K, incorporates the protocols approved under this
contract.

ARTICLE H.3. REQUIRED EDUCATION IN THE PROTECTION OF HUMAN RESEARCH
PARTICIPANTS [Alternate]

NIH policy requires education on the protection of human subject participants for all investigaors
receiving NIH contract awards for research involving human subjects. For a complete description
of the NIH Policy announcement on required education in the protection of human subject
participants, the contractor shoul d access the NIH Guide for Grants and Contracts, announcement
dated June5, 20001 ocated at: http://grants.nih.gov/grants/guide/notice-filedNOT-OD-00-039.html.
The information bd ow is a summary of the NIH Policy Announcement:

The contractor shall maintain the following information: (1) alist of the names and titles of the
principal investigator and any other individual s working under the contract who are responsible for
the design and/or conduct of the research; (2) thetitle of the education program(s) inthe protection
of human subjects tha has been completed for each named personnel and; (3) a one sentence
description of the educational program(s) listed in (2) above. Thisrequirement extendsto investi-
gatorsand all individual sresponsible for the design and/or conduct of the research who are working
as subcontractors or consultants under the contract.

Prior to any substitution of the Principal Investigator or any other individuals responsible for the
design and/or conduct of the research under the contract, the contractor shall provide the following
written information to the Contracting Officer: thetitle of the education program and aonesentence
description of theprogram that has been completed by the replacement.

ARTICLE H.3. HUMAN MATERIALS /Alternate]

Theacquisition and supply of all human specimen material (includingfetal material) used under this
contract shall be obtained by the contractor in full compliance with applicable State and Local laws
and the provisions of the Uniform Anatomical Gift Act inthe United States, and no undue induce-
ments, monetary or otherwise, will be offered to any person to influence his/her donation of human
material.


http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html

PEDIATRIC CIRCULATORY SUPPORT, BAA NHLBI-HV-04-01 Page 14 of 48 pages

The contractor shall provide written documentation that all human materials obtained as aresult of
research involving human subjects conducted under this contract, by collaborating sites, or by sub-
contractorsidentified under thiscontract, were obtained with prior approval by theOfficefor Human
Research Protections (OHRP) of an Assurance to comply with the requirements of 45 CFR 46 to
protect human research subjects. Thisrestriction appliesto al collaborating sites without OHRP-
approved assurances, whether domestic or foreign, and compliance must be ensured by the con-
tractor.

Provision by the contractor to the Contracting Officer of a properly completed Optional Form 310
certifying IRB review and approval of the protocol from which the human materials were obtained
constitutes the written documentation required. The human subject certification can be met by
submission of a self designated form, provided that it contains the information required by the
Optional Form 310.

ARTICLE H.3. PRIVACY ACT

Thisprocurement action requiresthe Contractor to do one or more of thefollowing: design, devel op,
or operate asystem of records on individual s to accomplish an agency function in accordance with
the Privacy Ad of 1974, Public Law 93-579, December 31, 1974 (5 USC 552a) and applicable
agency regulations. Violations of the Act may involve the imposition of aimina penalties This
document is incorporated into this contract as Attachment 3.

The Privacy Act System of Records applicable to this project is Number 09-25-0200, Clinical,
Epidemiol ogy and Biometric Studies of the NIH. The notice was published in the Federal Register,
Volume 64, number 229 on November 30, 1999 (http://www.access.gpo.gov/su_docs/aces/Privacy
Act.shtml).

ARTICLE H.3. ANIMAL WELFARE ASSURANCE /Alternate]

Under governing policy, federal fundsadministered by the Public Health Service (PHS) shall not be
expended for research involving live vertebrate animals without prior approval by the Office for
Laboratory Animal Welfare (OLAW), of an assuranceto comply with the PHS policy on humane
careand use of laboratory animals. Thisrestriction appliesto all performancesiteswithout OL AW-
approved assurances, whether domestic or foreign.

The contractor shall obtain, prior to the start of any work under this contract, an approved Animal
Welfare Assurance from the Office of Extramural Research (OER), Office of Laboratory Animal
Welfare (OLAW), Office of the Director, NIH, as required by Section 1-43-30 of the Public Health
ServicePolicy on Humane Care and Use of L aboratory Animals. The contractor shall maintain such
assurance for the duration of this contract, and any subcontractors performing work unde this
contract involving the use of animals shall also obtain and maintain an approved Animal Welfare
Assurance.

ARTICLE H.4. CONTINUED BAN ON FUNDING OF HUMAN EMBRYO RESEARCH

a.  Pursuant to Public Law(s) cited in paragraph b., below, NIH is prohibited from using appropri-
ated funds to support human embryo research. Contract funds may not be used for (1) the
creation of a human embryo or embryos for research purposes; or (2) research in which a
human embryo or embryos aredestroyed, discarded, or knowingly subjected to risk of injury
or death greater than that allowed for research on fetusesin utero under 45 CFR 46.208(a)(2)
and Section 498(b) of the Public Health Service Act (42 U.S.C. 289g(b)). The term *“human
embryo or embryos’ includes any organism, not protected as a human subject under 45 CFR
46 as of the date of the enactment of this Act, that is derived by fertilization, parthenogenesis,
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cloning, or any other meansfrom one or more human gametes or human diploid cells. If this
isamulti-year contract, it may be subject to unilaeral modifications by the Government toin-
corporate future DHHS appropriation acts.

Additionally, in accordance with a March 4, 1997 Presidential Memorandum, Federal funds
may not be usad for cloning of human beings.

b. Public Law Fiscal Year Period
P.L.107-116, 8510 2002 10/01/2001 - 09/30/2002

ARTICLE H.5. NEEDLE EXCHANGE

a.  Pursuantto Public Law(s) citedin paragraph b., below, contract fundsshall not be used to carry
out any program of distributing sterile needlesor syringesfor the hypodermic injection of any
illegal drug. If thisisamulti-year contract, it may be subjed to unilateral modifications by the
Government to incorporate future DHHS appropriation acts.

b. Public Law Fiscal Year Period
P.L. 107-116, 8505 2002 10/01/2001 - 09/30/2002

ARTICLE H.6. SALARY RATE LIMITATION LEGISLATION PROVISIONS

a.  Pursuant to Public Law(s) citedin paragraph b., below, no NIH Fiscal Y ear funds may be used
to pay the direct salary of an individual through this contract at arate in excess of applicable
amount shown for the fiscd year covered Direct slary is exclusive of overhead, fringe
benefits, and general and administrative expenses. The per year salay ratelimit also applies
to individuals proposed under subcontracts. If thisisamulti-year contract, it may be subject
to unilateral modifications by the Government if an individual's salary rate exceeds any salary
rate ceiling established in future DHHS appropriation acts.

b. Public Law Fiscal Year Dollar Amount of Salary Limitation
P.L.107-116 2002 Executive Level |

c. EffectiveJanuary 1, 2002 for contract expenditures using FY 2002 funds, the Executive Level
| rateis $166,700 and will remain at that level until such time asit is determined to raise the
Executive Schedule annual rates. See the following web site for Executive Schedul erates of
pay: FY2002 EXECUTIVELEVEL SALARIES: http://www.opm.gov/oca/02tables/ex.htm.

ARTICLEH.7. INFORMATIONTECHNOLOGY SYSTEMS SECURITY SPECIFICATIONS

a.  The Contractor agrees to comply with the Information Technology system security and/or
privacy specifications s forth in the Statement of Work, the Computer Security Act of 1987,
Office of Management and Budget (OMB) Circular A-130, Appendix 11, “ Security of Federal
Automated Information Systems,” and the DHHS Automated Information Systems Security
Program Handbook (Release 2.0, dated May 1994). The Contractor further agrees to include
this provision in any subcontract awarded pursuant to this prime contract.

b. OMB A-130 is accessible via web site: http://csrc.ncsl.nist.gov/secplcy/al30app3.txt. The
DHHSAutomated | nformation SystemsSecurity Program Handbook isaccessibleviaweb site:
http://wwwoirm.nih.gov/policy/aissp.html
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ARTICLE H.8. ELECTRONIC AND INFORMATION TECHNOLOGY STANDARDS

Pursuant to Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d) asamended by P.L.105-
220 under Title IV (Rehabilitation Act Amendments of 1998) al Electronic and Information
Technology (EIT) developed, procured, maintained and/or used under this contract shall be in
compliance with the “ Electronic and Information Technology Accessihility Standards” set forth by
the Architectural and Transportation Barriers Compliance Board (also referred to as the* Access
Board”) in 36 CFR Part 1194. The complete text of Section 508 Final Standards can be accessed
at http://www.access-board.gov/news/508-final .htm.

ARTICLE H.9. EPA ENERGY STAR REQUIREMENTS

In compliance with Executive Order 12845 (requiring Agencies to purchase energy effident
computer equipment) all microcomputers, including personal computers, monitors, and printersthat
are deliverables under the procurement or are purchased by the contractor using Government funds
in performance of acontract shall be equipped with or meet the energy efficient low-power standby
feature asdefined by the EPA Energy Star program unless the equipment always megts EPA Energy
Star efficiency levels. Themicrocomputer, as configured with all components, must be Energy Star
compliant.

Thislow-power feature must already beactivated when the computer equipment isdelivered to the
agency and be of equivaent functionality of similar power managed models. If the equipment will
be used on alocal area network, the vendor must provide equipment that is fully compatible with
the network environment. In addition, the equipment will run commercial off-the-shelf software
both before and after recovery from its energy conservation mode.

ARTICLE H.10. PUBLICATION AND PUBLICITY

The contractor shall acknowledge the support of the National Institutes of Health whenever
publicizing the work under this contract in any media by including an acknowledgement
substantially as follows:

This project has been funded in wholeor in part with Federal funds from the
National Heart, Lung, and Blood Institute, National I nstitutes of Health, under
Contract No. NO1-HV-4

ARTICLE H.11. PRESS RELEASES

a.  Pursuant to Public Law(s) cited in paragraph b., below, thecontractor shall clearly state, when
issuing statements, pressrel eases, requestsfor proposals, bid solicitationsand other documents
describing projects or programs funded in whole or in part with Federal money. (1) the
percentage of the total costs of the program or project which will be financed with Federal
money; (2) the dollar amount of Federal funds for the project or program; and (3) the
percentage and dollar amount of the total costs of the project or program that will be financed
by nongovernmental sources. If thisisa multi-year contract, it may be subject to unilateral
modifications by the Government to incorporate future DHHS appropriation acts.

b. Public Law Fiscal Year Period
P.L. 107-116, 8507 2002 10/01/2001 - 09/30/2002

ARTICLE H.12. REPORTING MATTERS INVOLVING FRAUD, WASTE, AND ABUSE

Anyonewho becomes aware of the existence or apparent existence of fraud, wasteand abuseinNIH
funded programs is encouraged to report such matters to the HHS Inspedor General’s Office in
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writing or onthe Inspector General’ sHotline. Thetoll freenumber is1-800-HHS-TIPS (1-800-447-
8477). All telephonecdlswill behandled confidentially. Thee-mail addressisHtips@os.dhhs.gov
and the mailing addressis:

Office of Inspector General

Department of Health and Human Services
TIPSHOTLINE

PO BOX 23489

WASHINGTON DC 20026-3489

ARTICLE H.13. YEAR 2000 COMPLIANCE

In accordancewith FAR 39.106, Information Technol ogy acquired under this contract must be Y ear
2000 compliant as set forth in the following clause:

YEAR 2000 COMPLIANCE—SERVICE INVOLVING THE USE OF INFORMATION
TECHNOLOGY : The Contractor agreesthat each item of hardware, software, and firmware
used under this contract shall be ableto accurately process date data (including, but not limited
to, calculating, comparing, and sequencing) from, into, and between the twentieth and twenty-
first centuries and the Y ear 1999 and the Y ear 2000 and leap year calculations.

ARTICLE H.14. ANTI -LOBBYING

a.  Pursuant to Public Law(s) cited in paragraph c., below, contract funds shall not be used, other
thanfor normal and recognized executive-legislativerel ationships, for publicity or propaganda
purposes, for the preparation, distribution, or use of any kit, pamphlet, booklet, publication,
radio, television, or video presentation designed to support or defeat |egislation pending before
the Congress or any State legislature, except in presentation to the Congress or any State
legidatureitself. If thisisamulti-year contract, it may be subject to unilateral modifications
by the Govemment to incorporate future DHHS appropriation acts

b.  Contract fundsshall not be used to pay salary or expensesof the contractor or any agent acting
for the contractor, related to any activity designed to influence legislation or appropriations
pending before the Congress or any State legidature. If thisisamulti-year contract, it may be
subject to unilateral modifications by the Government to incorporate future DHHS appropri-
ation acts.

C. Public Law and Section no.: Fiscal Year Period

for a, above: P.L.107-116, 8503(a) 2002 10/01/2001 - 09/30/2002
for b., above: P.L.107-116, 8503(b) 2002 10/01/2001 - 09/30/2002

ARTICLE H.15. SUBCONTRACTING PROVISIONS
a. Small Business Subcontracting Plan

(1) TheSmall BusinessSubcontractingPlan, Section J, Attachment 5, is attached hereto and
made a part of this contract.

(2) Thefailure of any contractor or subcontractor to complyin good faithwith FAR Clause
52.219-8, entitled “ Utilization of Small Business Concems’ incorporated in this contract
and the attached Subcontracting Plan, will be a material breach of such contract or
subcontract and subject to the remedies reserved to the Government under FAR Clause
52.219-16 entitled, “Liguidated Damages-Subcontracting Plan.”
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b.  Subcontracting Reports

(1) The contractor shall submit the original and one (1) copy of Subcontracting Report for
Individual Contracts, SF-294 in accordance with the instructions on the report as
referenced in Public Law 95-507, Section 211. Regardless of the effective date of this
contract, the Report shall be submitted on the following dates for the entire life of this
contract:

April 30th
October 30th

The Report shall be sent to the following address:

Contracting Officer

National Institutes of Health

National Heart, Lung, and Blood Institute
Rockledge 2, Room 6110

6701 ROCKLEDGE DRIVE MSC 7902
BETHESDA MARYLAND 20892-7902

(2) The contractor shall submit one (1) copy of Summary Subcontract Report, SF-295 in
accordance with the instructions on the report as referenced in Public Law 95-507,
Section 211. The Summary Subcontract Report shall be submitted annually on the
following date for the entire life of this contract: October 30th

The first Report shall be submitted after the first full year of this contract in addition to
any fractional part of the year in which this contract became effective. One copy of this
report shall be sent to the Contracting Officer at the address above. One copy of this
Report shall be mailed to the Office of Small and Disadvantaged Business Utilization,
DHHS at the following addresses:

Office of Small and Disadvantaged Business Utilization
Department of Health and Human Services

Hubert H. Humphrey Bldg., Room 517-D

200 INDEPENDENCE AVE SW

WASHINGTON DC 20201-0004

(3) The contractor shall also send an “Information Copy” of the SF-295 to the Cognizant
Commercial Representative (CMR) at the address provided by the SBA. The contractor
should call SBA Headquarters in Washington, DC at (202) 606-4000, X234 for the
correct address if unknown.

ARTICLEH.16. OBTAINING/DISSEMINATING BIOMEDICALRESEARCH RESOURCES

Unique research resources arising from NIH-funded research are to be shared with the scientific
research community. NIH provides guidance, entitled “Sharing Biomedical Research Resources:
Principles and Guidelines for Recipients of NIH Research Grants and Contracts” (Federal Register
Notice, December 23, 1999 [64 FR 72090]), concerning the appropriate terms for disseminating and
acquiring these research resources. This guidance, found at: http://ott.od.nih.gov/NewPages/64FR
72090.pdf, is intended to help contractors ensure that the conditions they impose and accept on the
transfer of research tools will facilitate further biomedical research, consistent with therequirements
of the Bayh-Dole Act and NIH funding policy.

Note: For the purposes of this Article, the terms “research tools,” “research materials,” and
“research resources” are used interchangeably and have the same meaning.
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ARTICLE H.17. HOTEL AND MOTEL FIRE SAFETY ACT OF 1990 (P.L. 101-391)

Pursuant to Public Law 101-391, no Federal fundsmay be used to sponsor or fund inwholeor in part
ameeting, convention, conference or training seminar that is conducted in, or that otherwise uses
the rooms, facilities, or services of a place of public accommodation that do not meet the require-
ments of the fire prevention and control guidelines as described in the Public Law. Thisrestriction
applies to public accommodations both foreign and domestic.

Public accommodations that meet the requirements can be accessed at http://www.usfa.fema.gov/
hotel/index.htm.

PART II—CONTRACT CLAUSES
SECTION I—CONTRACT CLAUSES

ARTICLE I.1. GENERAL CLAUSES FOR A NEGOTIATED COST-REIMBURSEMENT
CONTRACT WITH EDUCATIONAL INSTITUTIONS—FAR 52.252-2, CLAUSES INCOR-
PORATED BY REFERENCE (FEBRUARY 1998)

This contract incorporates the following clauses by reference, with the same force and effect as if
they weregiveninfull text. Upon request, the Contracting Officer will maketheir full text available
[FAR 52.252-2 (JUNE 1988)]. Also, the full text of a clause may be accessed electronically at this
address: http://www.arnet.gov/far/.

a FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES:

FAR CLAUSE NO. DATE TITLE

52.202-1 Dec 2001 Definitions

52.203-3 Apr 1984 Gratuities (Over $100,000)

52.203-5 Apr 1984 Covenant Against Contingent Fees (Over $100,000)

52.203-6 Jul 1995  Restrictions on Subcontractor Sales to the Government
(Over $100,000)

52.203-7 Jul 1995  Anti-Kickback Procedures(Over $100,000)

52.203-8 Jan 1997  Cancellation, Rescission, and Recovery of Fundsfor Illegal or
Improper Activity (Over $100,000)

52.203-10 Jan 1997  Price or Fee Adjustment for Illegal or Improper Activity (Over
$100,000)

52.203-12 Jun 1997  Limitation on Paymentsto Influence Certain Federal
Transactions (Over $100,000)

52.204-4 Aug 2000 Printed or Copied Double-Sided on Recycled Paper
(Over $100,000)

52.209-6 Jul 1995  Protecting the Government's I nterests When Subcontracting
With Contractors Debarred, Suspended, or Proposed for
Debarment (Over $25,000)

52.215-2 Jun 1999  Audit and Records—Negotiation (Over $100,000),
Alternate Il (Apr 1998)

52.215-8 Oct 1997 Order of Precedence—Uniform Contract Format

52.215-10 Oct 1997 Price Reduction for Defective Cog or Pricing Data


http://www.usfa.fema.gov/hotel/index.htm
http://www.usfa.fema.gov/hotel/index.htm
http://www.arnet.gov/far/

PEDIATRIC CIRCULATORY SUPPORT

, BAA NHLBI-HV-04-01

Page 20 of 48 pages

FAR CLAUSE NO. DATE

TITLE

52.215-12
52.215-14
52.215-15
52.215-18

52.215-19
52.215-21

52.216-7

52.216-11
52.219-8
52.219-9
52.219-16
52.222-2

52.222-3
52.222-26
52.222-35

52.222-36
52.222-37

52.223-6
52.223-14
52.225-1
52.225-13
52.227-1
52.227-2

52.227-11

52.232-9
52.232-17
52.232-20

Oct 1997
Oct 1997
Dec 1998
Oct 1997

Oct 1997
Oct 1997

Feb 2002

Apr 1984
Oct 2000
Jan 2002
Jan 1999
Jul 1990

Aug 1996
Apr 2002
Dec 2001

Jun 1998
Dec 2001

May 2001
Oct 2000
May 2002
Jul 2000
Jul 1995
Aug 1996

Jun 1997

Apr 1984
Jun 1996
Apr 1984

Subcontractor Cost or Pricing Data (Over $500,000)
Integrity of Unit Prices (Over $100,000)
Pension Adjustments and Asset Reversions

Reversion or Adjustment of Plans for Post-Retirement
Benefits (PRB) other than Pensions

Notification of Ownership Changes

Requirements for Cost or Pricing Data or Information Other
Than Cost or Pricing Data—M odifications

Allowable Cost and Payment (Paragraph (a) is modified to
delete the words “ Subpart 31.2” and to add the words
“Subpart 31.3")

Cost Contract—No Fee

Utilization of Small Business Concerns (Over $100,000)
Small Business Subcontracting Plan (Over $500,000)
Liquidated Damages—Subcontracting Plan (Over $500,000)

Payment for Overtime Premium (Over $100,000) (Note: The
dollar amount in paragraph (a) of this clause is $0 unless
otherwise specified in the contract.)

Convict Labor
Equal Opportunity

Affirmative Action for Special Disabled Veterans, Veterans of
the Vietnam Era, and and Other Eligible Veterans

Affirmative Action for Workers with Disabilities

Employment Reports on Special Disabled Veterans, Veterans
of the Vietnam Era, and and Other Eligible Veterans

Drug-Free Workplace

Toxic Chemical Release Reporting

Buy American Act—Balance of Payments Program—Supplies
Restrictions on Certain Foreign Purchases

Authorization and Consent, Alternate | (Apr 1984)

Notice and Assistance Regarding Patent and Copyright
Infringement (Over $100,000)

Patent Rights—Retention by the Contractor (Short Form)
(Note: In accordance with FAR 27.303(a)(2), paragraph (f) is
modified to includethe requirements in FAR 27.303(a)(2)(i)
through (iv). The frequency of reporting in (i) is annual.
Limitation on Withholding of Payments

Interest (Over $100,000)

Limitation of Cog
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FAR CLAUSE NO. DATE

TITLE

52.232-23 Jan 1986 Assignment of Clams

52.232-25 Feb 2002 Prompt Payment

52.232-34 May 1999 Payment by Electronic Funds Transfer—Other Than Central
Contractor Registration

52.233-1 Jul 2002  Disputes

52.233-3 Aug 1996 Protest After Award, Alternate | (Jun 1985)

52.242-1 Apr 1984 Notice of Intent to Disallow Costs

52.242-4 Jan 1997  Certification of Anal Indireat Costs

52.242-13 Jul 1995  Bankruptcy (Over $100,000)

52.244-2 Aug 1998 Subcontracts, Alternate 11 (Aug 1998) * If written consent to
subcontract is required, the identified subcontrads are listed in
Article B.4., Advance U nderstandi ngs

52.244-5 Dec 1996 Competition in Subcontracting (Over $100,000)

52.245-5 Jan 1986  Government Property (Cost-Reimbursement, Time and
Material, or Labor-Hour Contract), Alternate | (Jul 1985)

52.246-23 Feb 1997 Limitation of Liability (Over $100,000)

52.249-5 Sep 1996 Termination for the Convenience of the Government
(Educational and Other Nonprofit I nstitutions)

52.253-1 Jan 1991 Computer Generaed Forms

DEPARTMENT OF HEALTHAND HUMAN SERVICES ACQUISITION REGULATION
(HHSAR) (48 CFR CHAPTER 3) CLAUSES:

HHSAR
CLAUSE NO. DATE TITLE
352.202-1 Jan 2001  Definitions—with Alternate paragraph (h) (Jan 2001)
352.216-72 Oct 1990 Additional Cost Principles
352.228-7 Dec 1991 Insurance—L.iability to Third Persons
352.232-9 Apr 1984  Withholding of Contract Payments
352.233-70 Apr 1984 Litigation and Claims
352.242-71 Apr 1984  Fina Decisionson Audit Findings
352.249-14 Apr 1984 Excusable Ddays
352.270-5 Apr1984 Key Personnel
352.270-6 Jul 1991 Publication and Publicity
352.270-7 Jan 2001  Paperwork Reduction Act

ARTICLE |.2. AUTHORIZED SUBSTITUTIONS OF CLAUSES:

[Any authorized substitutions and/or modifications other than the General Clauses which will be
based on the type of contract/Contractor will be determined during negotiations.It is expected that
the following clause(s) will be made part of the resultant contract:]
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ARTICLE I.1. of this Section ishereby modfied as follows:

FAR Clause 52.232-20, LIMITATION OF COST (APRIL 1984), isdeleted initsentirety and
FAR Clause 52.232-22, LIMITATION OF FUNDS (APRIL 1984), is substituted therefor.

ARTICLE |.3. ADDITIONAL CONTRACT CLAUSES

[Additional clauses other than those listed below which are based on the type of contract/Contractor
shall be determined during negotiations. Any contract awarded from this solicitation will contain
the following:]

This contract incorporates the following clauses by reference, (unless otherwise noted), with the
sameforce and effect asif they were givenin full text. Upon request, the Contracting Officer will
make their full text available.

a FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES
1. FAR52.216-15, Predetermined Indirect Cost Rates (APRIL 1998).

2. FAR 52.219-4, Notice of Price Evaluation Preference for HUBZone Small Business
Concerns (JANUARY 1999).

“(c) Waiver of evaluation preference.....
[ ] Offeror electsto waive the evaluation preference.”

3. FAR 52.219-23, Notice of Price Evaluation Adjustment for Small Disadvantaged
Business Concerns (MAY 2001), ALTERNATE | (OCTOBER 1998).

FAR 52.223-5, Pollution Prevention and Right-to-Know Information (APRIL 1998).
FAR 52.224-1, Privacy Act Notification (APRIL 1984).

FAR 52.224-2, Privacy Act (APRIL 1984).

FAR 52.227-14, Rights in Data—General (JUNE 1987), Alternate IV (JUNE 1987).
FAR 52.227-17, Rightsin Data—Specia Works (JUNE 1987).

FAR 52.230-5, Cost Accounting Standards—Educational Institution (APRIL 1998).
10. FAR 52.230-6, Administration of Cost Accounting Standards (NOVEMBER 1999).
11. FAR52.242-3, Pendltiesfor Unallowable Costs (OCTOBER 1995).

12. FAR 52.243-2, Changes—Cost Reimbursement (AUGUST 1987), Alternate V
(APRIL 1984).

b. DEPARTMENT OFHEALTHAND HUMAN SERVICESACQUISITION REGULATIONS/
PUBLICHEALTH SERVICE ACQUISITION REGULATIONS(HHSAR) (PHSAR) (48CFR
CHAPTER 3) CLAUSES:

This contract incorporates the following clauses by reference, with the sameforce and effect
asif they weregiveninfull text. Upon request, the Contracting Officerwill maketheir full text
available.

1. HHSAR 352.270-1, Accessibility of Meetings, Conferences, and Seminars to Persons
with Disabilities (JANUARY 2001).

2.  HHSAR 352.270-8, Protection of Human Subjects (JANUARY 2001).

© © N o 0 &
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3.

Note: TheOfficefor Human Research Protections (OHRP), Office of the Secretary (OS),
Department of Health and Human Services(DHHS) istheofficeresponsiblefor oversight
of the Protection of Human subjects and should replace Office for Protection from
Research Risks (OPRR), National Institutes of Health (NIH) wherever it appearsin this
clause.

HHSAR 352.270-9, Care of Live Vertebrate Animals (JANUARY 2001).

c. NATIONAL INSTITUTES OF HEALTH (NIH) RESEARCH CONTRACTING (RC)
CLAUSES:

The following clause(s) are attached and madea part of this contract:

1
2.

NIH(RC)-7, Procurement of Certain Equipment (APRIL 1984) (OMB Bulletin 81-16).
NIH(RC)-11, Research Patient Care Costs (4/1/84).

ARTICLE 1.4. ADDITIONAL FAR CONTRACT CLAUSES INCLUDED IN FULL TEXT

[Additional clauses other than those listed below which are based on the type of contract/Con-
tractor shall be determined during negotiations. Any contract awarded from this solicitation
will contain the following:]

a ALTERNATEV, ADVANCE PAYMENT WITHOUT SPECIAL ACCOUNT (MAY 2001),
ALTERNATEII (MAY 2001), and ALTERNATE IV (APRIL 1984), of FAR Clause 52.232-
12, ADVANCE PAYMENTS (MAY 2001).

@

(b)

(©)

(d)

Requirementsfor payment. Advance paymentswill be made under thiscontract (1) upon
submission of properly certified invoices or vouchersby the contractor, and approval by
the administering office, NA, or (2) under aletter of credit. The amount of the invoice
or voucher submitted plus all advance payments previously approved shall not exceed $
NA . If aletter of credit isused, the contractor shall withdraw cash only when needed for
disbursementsacceptabl e under thiscontract and report cash disbursements and balances
as required by the administering office. The cortractor shall apply terms similar to this
clause to any advance payments to subcontractors.

Use of funds. The contractor may use advance payment funds only to pay for properly
allocable, allowable, and reasonable costs for direct materials, direct labor, and indirect
costs. Determinations of whether costsare properly allocable, allowable, and reasonable
shall be in accordance with generally accepted accounting principles, subject to any
applicable subparts of Part 31 of the Federal Acquisition Regulation.

Repayment to the Government. At any time, the contractor may repay all or any part of
the funds advanced by the Government. Whenever requested in writing to do so by the
administering office, the contractor shall repay to the Government any part of unliqui-
dated advance payments considered by the administering of ficeto exceed the contract or's
current requirements or the amount specified in paragraph (a) of this clause.

Maximum payment. Whenthe sum of all unliquidated advance payments, unpaid interest
charges, and other payments equal the total estimated cost amount (not including fixed-
fee, if any) for the work under this contract, the Government shall withhold further
payments to the contractor. Upon completion or termination of the contract, the
Government shall deduct from the amount dueto the contractor all unliquidated advance
payments and interest charges payable. The contractor shall pay any deficiency to the
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(€)

(f)

Government upon demand. For purposes of this paragraph, the estimated cost shall be
considered to bethe stated estimated cost, lessany subsequent reductions of the estimated
cost, plus any increases in the estimated costs that do not, in the aggregate, exceed the
total estimated contract amount. Theestimated cost shall include, without limitation, any
reimbursable cost (as estimated by the Contracting Officer) incident to atermination for
the convenience of the Government. Any payments withheld under this paragraph shall
be applied to reduce the unliquidated advance payments. If full liquidation has been
made, payments under the contract shall resume.

Interest. Nointerest shall be charged to the prime contractor for advancepaymentsexcept
for interest charged during a period of default. The terms of this paragraph concerning
interest charges for advance payments shall not apply to the prime contractor.

(1) The contractor shall pay interest to the Government on the daily unliquidated
advance payments at the daily rae in subparagraph (e)(3) of this clause. Interest
shall be computed at the end of each calendar month for the actual number of days
involved. For the purpose of computing the interest charge--

(i) Advance paymentsshall be considered asincreasing the unliquidated balance
as of the date of the advance payment check;

(i) Repaymentsby contractor check shall be considered as decreasing the unliqui-
dated balance as of the date on which the check isreceived by the Government
authority designated by the Contracting Officer; and

(iii) Liquidationsby deductionsfrom Government paymentsto thecontractor shall
be considered as decreasing the unliquidated bal ance as of the date of the check
for the reduced payment.

(2) Interest charges resulting from the monthly computation shall be deducted from
payments, other than advance payments, due the contractor. If the accrued interest
exceeds the payment due, any excessinterest shall becarried forward and deducted
from subsequent payments. Interest carried forward shall not be compounded.
I nterest on advance payments shall cease to accrue upon satisfactory completion or
termination of the contract for the convenience of the Government. The contractor
shall chargeinterest on advance paymentsto subcontractorsinthe manner described
above and credit the interest to the Government. Interest need not be charged on
advance payments to nonprofit educational or research subcontractors, for
experimental, developmental, or research work.

(3) |If interest isrequired under the contract, the Contracting Officer shall determine a
daily interest rate based on the rate edablished by the Secretary of the Treasury
under Pub. L. 92-41 (50 U.S.C. App., 1215(b)(2)). The Contracting Officer shall
revisethe daily interest rate during the contract period in keeping with any changes
in the cited interest rate.

(4) If the full amount of interest charged under this paragraph has not been paid by
deduction or otherwise upon completion or termination of this contract, the
contractor shall pay the remaining interest to the Government on demand.

Lien on property under contract. (1) All advance payments under this contrad, together
withinterest charges, shall be secured, when made, by alienin favor of the Government,
paramount to all other liens, on the supplies or other things covered by this contract and
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Q)

on al material and ather property acquired for or allocated to the performance of this
contract, except to the extent that the Government by virtue of any other teems of this
contract, or otherwise, shdl have valid title tothe supplies, materials, or other property
as against other creditors of the contractor.

(2) Thecontractor shall identify, by marking or segregation, all property that is subject
to alieninfavor of the Government by virtue of any terms of this contract in such
away asto indicate that it is subject to alien and that it has been acquired for or
allocated to performing this contract. If, for any reason, the supplies, materias, or
other property are not identified by marking or segregation, the Government shall
be considered to have a lien to the extent of the Government's interest under this
contract on any mass of property with which the supplies, materias, or other
property are commingled. The contractor shall maintain adequate accounting
control over the property on its books and records.

(3) If, at any timeduring the progress of the work on the contract, it becomes necessary
to deliver to athird person any items or materials on which the Government has a
lien, the contractor shall notify thethird person of thelien and shall obtain from the
third person a receipt in duplicate acknowledging the existence of the lien. The
contractor shall provide a copy of each recapt to the Contracting Officer.

(4) If, under thetermination clause, the Contracting Officer authorizesthe contractor to
sell or retain termination inventory, the approval shall constitute a release of the
Government's lien to the extent that--

(i) Thetermination inventory is sold or retained; and

(i) Thesaeproceedsor retention creditsare applied to reduceany outstanding ad-
vance payments.

Insurance. (1) The contractor shall maintain with responsible insurance cariers—

(i) Insuranceon plant and equipment against fire and other hazards, to the extent
that similar properties are usually insured by athers operating plants and
properties of similar character in the same geneal locality;

(i) Adequateinsurance aganst liability on account of damage to personsor prop-
erty; and

(iii) Adeguate insurance under all applicable workers compensation laws.

(2) Until work under this contract has been completed and all advance paymentsmade
under the contract have been liquidated, the contractor shall--

(i) Maintain thisinsurance;

(i) Maintain adequate insurance on any materials, parts, assemblies, subassem-
blies, supplies, equipment, and other property acquired for or allocableto this
contract and subj ect tothe Government lien under paragraph (f) of thisclause;
and

(iii) Furnishany evidence with respect to itsinsurancethat the administering office
may require.
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(nh) Default. (1) If any of the following events occur, the Government may, by written notice
to the contractor, withhold further payments on this contract:

(i)

()

(2)

3

(i)
(i1)

(iii)

(iv)

Termination of this contract for afault of the contractor.

A finding by the administering office that the contractor has failed to—
(A) Observe any of the conditions of the advance payment terms;

(B) Comply with any material term of this contract;

(C) Make progress or maintain a financia condition adequate for
performance of this contract;

(D) Limitinventory dlocated to this contract to reasonable requirements; or

(E) Avoiddelinguency in payment of taxes or of the costsof performing this
contract in the ordinary course of business.

The appointment of atrustee, receiver, or liquidator for al or asubstantial part
of the contractor's property, or the institution of proceedings by or against the
contractor for bankruptcy, reorganization, arrangement, or liquidation.

The commission of an act of bankruptcy.

If any of the eventsdescribed in subparagraph (h)(1) of thisclause continuefor thirty
days after the written notice to the contractor, the Government may take any of the
following additional actions:

(i)

(i)

(iii)

Charge interest, in the manner prescribed in paragraph (e) of this dause, on
outstanding advance payments during the period of any event described in
subparagraph (h)(1) of this clause.

Demand immediaterepayment by the contractor of the unliquidated balance of
advance payments.

Takepossession of and, with or without advertisement, sell at public or private
saleall or any part of the property on which the Government has a lien under
this contract and, after deducting any expenses incident to the sale, apply the
net proceeds of the sale to reduce the unliquidated balance of advance
payments or other Government claims against the contractor.

The Government may take any of the actions described in subparagraphs (h)(1) and
(h)(2) of thisclauseit considersappropriateat itsdiscretion and without limiting any
other rights of the Government.

Prohibition against assignment. Notwithstanding any other terms of this contract, the
contractor shall not assign this contract, any interest therein, or any clam under the
contract to any party.

Information and accesstorecords. The contractor shall furnishto theadministering office
(1) monthly or at other intervals as required, signed or certified balance sheets and profit
and loss statements, and, (2) if requested, other information concerning the operation of
the contractor'sbusiness. The contractor shall provide theauthorized Government repre-
sentativesproper facilitiesfor inspection of the contractor's books, records, and accounts.
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(k) Other security. Theterms of this contract are considered to provideadequate security to
the Government for advance payments; however, if theadministeringoffice considersthe
security inadequate, the contractor shall furnish additional security satisfactory to the
administering office, to the extent that the security is available.

(1

(m)

Representations. The contractor represents the following:

D

)

3

(4)

(5)

(6)

(7)

(8)

The balance sheet, the profit and loss statement, and any other supporting financial
statementsfurnished to the administering officefairly reflect thefinancial condition
of the contractor at the date shown or the period covered, and there has been no
subsequent materially adverse change in the finanda condition of the contractor.

No litigation or proceedings are presently pending or threatened against the
contractor, except as shown in the financial statements.

The contractor has disclosed al contingent liabilities, except for liability resulting
from the renegotiation of defense production contrects, in the financial statements
furnished to the administering office.

None of the termsin thisclause conflict with the authority under whichthe contrac-
tor isdoing business or with the provision of any existingindenture or agreement of
the contractor.

The contractor has the power to enter into this contract and accept advance pay-
ments, and hastaken all necessary action to authorizethe acceptance under theterms
of this contract.

The assets of the contractor are not subject to any lien or encumbrance of any char-
acter except for current taxes not delinquent, and except as shown in the financial
statements furnished by the contractor. There is no current assignment of claims
under any contract affected by these advance payment provisions.

All information furnished by the contractor to the administering officein connection
with each request for advance paymentsis true and correct.

These representations shall be continuing and shall be considered to have been
repeated by the submission of each invoice for advance payments.

Covenants. To the extent the Government considers it necessary while any advance
paymentsmade under thiscontract remain outstanding, the contractor, without the prior
written consent of the administering office, shall not—

@)

)

©)

Mortgage, pledge, or otherwise encumber or allow to be encumbered, any of the
assets of the contractor now owned or subsequently acquired, or permit any pre-
existing mortgages, liens, or other encumbrancestoremain on or attach to any assets
of the contractor which are allocated to performingthis contract andwith respect to
which the Government has a lien under this contract;

Sell, assign, transfer, or otherwise dispose of accountsreceivable, nates, or claims
for money due or to become due

Declareor pay any dividends, except dividends payablein stock of the corporation,
or make any other digtribution on account of any shares of its capital stock, or
purchase, redeem, or otherwise acquirefor value any of itsstock, except asrequired



PEDIATRIC CIRCULATORY SUPPORT, BAA NHLBI-HV-04-01 Page 28 of 48 pages

by sinking fund or redemption arrangements reported to the administering office
incident to the establishment of these advance payment provisions;

(4) Sell, convey, or lease all or a substantial part of its assets;

(5) Acquire for value the stock or other securities of any corporation, municipality, or
Governmental authority, except direct obligations of the United States;

(6) Make any advance or loan or incur any liability as guarantor, surety, or accommo-
dation endorser for any party;

(7) Permit a writ of attachment or any similar process to be issued against its property
without getting a release or bonding the property within thirty days after the entry
of the writ of attachment or other process;

(8) Payany remuneration in any form to its directors, officers, or key employees higher
than rates provided in existing agreements of which notice has been given to the
administering office, accrue excess remuneration without first obtaining an
agreement subordinating it to all claims of the Government, or employ any person
at a rate of compensation over the Salary Rate Limitation article;

(9) Change substantially the management, ownership, or control of the corporation;

(10) Merge or consolidate with any other firm or corporation, change the type of busi-
ness, or engage in any transaction outside the ordinary course of the contractor's
business as presently conducted;

(11) Deposit any of its funds except in a bank or trust company insured by the Federal
Deposit Insurance Corporation or a credit union insured by the National Credit
Union Administration;

(12) Create or incur indebtedness for advances, other than advances to be made under the
terms of this contract, or for borrowings;

(13) Make or covenant for capital expenditures exceeding$ 0 total;

(14) Permit its net current assets, computed in accordance with generally accepted
accounting principles, to become less than $ 0 ; or

(15) Make any payments on account of the obligations listed below, except in the manner
and to the extent provided in this contract: NA.

FAR Clause 52.244-6, SUBCONTRACTS FOR COMMERCIAL ITEMS AND COMMER-

CIAL COMPONENTS (MAY 2001)

(a)

(b)

(©)

Definitions. As used in this clause—
Commercial item has the meaning contained in the clause at 52.202-1, Definitions.

Subcontract includes a transfer of commercial items between divisions, subsidiaries, or
affiliates of the Contractor or subcontractor at any tier.

To the maximum extent practicable, the Contractor shall incorporate, and require its
subcontractors at all tiers to incorporate, commercial items or nondevelopmental items
as components of items to be supplied under this contract.

(1) The following clauses shall be flowed down to subcontracts for commercial items:
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(i)

(i)
(iii)

(iv)

v)

52.219-8, Utilization of Small Business Concerns (OCT 2000) (15 U.S.C.
637(d)(2) and (3)), in all subcontracts that offer further subcontracting oppor-
tunities. If the subcontract (except subcontracts to small business concerns)
exceeds $500,000 ($1,000,000 for construction of any public facility), the
subcontractor must include 52.219-8 in lower tier subcontracts that offer
subcontracting opportunities.

52.222-26, Equal Opportunity (FEB 1999) (E.O. 11246).

52.222-35, Affirmative Action for Disabled Veterans and Veterans of the
Vietnam Era (APR 1998) (38 U.S.C. 4212(a)).

52.222-36, Affirmative Action for Workers with Disabilities (JUN 1998) (29
U.S.C. 793).

52.247-64, Preferencefor Privately Owned U.S.-Flagged Commercial Vessels
(JUN 2000) (46 U.S.C. Appx 1241) (flowdown not required for subcontracts

awarded beginning May 1, 1996).

(2) While not required, the Contractor may flow down to subcontracts for commercial
items a minima number of additional clauses necessary to satisfy its contractual
obligations.

(d) The Contractor shall include the terms of this clause, including this paragraph (d), in
subcontracts awarded under this contract.

PART Il

SECTION J—LIST OF ATTACHMENTS
The following documents are attached and incorporated in this contract:

1.
2.

Statement of Work dated

Invoice/Financing Request Instructions for NIH Cost-Reimbursement Type Contracts,
NIH(RC)-1 (5/97), by reference to http://ocm.od.nih.gov/contracts/pdfs/rcl.pdf. OR

Invoice/Financing Request and Contract Financial Reporting Instructions for NIH Cost-
Reimbursement Type Contracts, NIH(RC)-4, (5/97), by reference to http://ocm.od.nih.gov/
contracts/pdfs/nihrc4.pdf

Privacy Act System of Records Number 09-25-0200, published in the Federal Register,
Volume 64, number 229 on November 30, 1999; by reference to http://www.niaid.nih.gov/
contract/privacy.pdf.

Procurement of Certain Equipment, NIH(RC)-7, by reference to http://ocm.od.nih.gov/con
tracts/rfps/nihrc7.htm.

Small Business Subcontracting Plan dated
PART IV

SECTION K—REPRESENTATIONS AND CERTIFICATIONS
The following documents are incarporated by reference in this contract:

1

REPRESENTATIONS AND CERTIFICATIONS

The representations and certifications & http://ocm.od.nih.gov/contracts/pdfs/recneg.pdf must be
completed, signed, and submitted as part of your business proposal. Please obtain this document
as close as possible to proposal submission to ensure use of up to date clauses and provisions.
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SECTION L—INSTRUCTIONS, CONDITIONS, AND NOTICES TO OFFERORS

This section of the BAA consists of the following subsedions: 1. Project Description, 11. Specific
BAA Instrudions and Provisions, and I11. General Instructions and Provisions.

.  PROJECT DESCRIPTION
PROJECT DESCRIPTION/RATIONALE FOR PROJECT

This Broad Agency Announcement (BAA) will establish multidisciplinary research teams. Each
team will perform basic and applied research to develop novel circulatory assist devices or other
bioengineered systemsfor infants and children with congenital and acquired cardiovascul ar disease
who experience cardiopulmonary failure and circulatory collapse. The BAA isintended to comple-
ment and enhance ongoing NHL Bl research programsin pediatriccardiovascul ar disease. TheBAA
also complements the Institute’ scirculatory support/artificial heart program.

STATEMENT OF WORK FOR SOLICITATION PURPOSES

Contractsawarded as aresult of thisBAA will incorporate the Statement of Work proposed by the
offeror and negotiated and accepted by the Government. The following description of technical
requirements, required objectives, and desired resultswill beincludedinthe BAA to assist offerors
in the preparation of their proposds.

a. General Description of the Required Objectives and Desired Results

The primary objective of thisinitiativeisto develop novel circulatory assist devicesincluding
left and right ventricular assist devices, extracorporeal gas exchange systems, and other
bioengineered systems for infants and children with congenital and acquired cardiovascular
disease. Offerors are encouraged to propose basic physiological and bioengineering studies
necessary for thedesign and eval uation of novel pediatric assist devices. Thismay include pre-
clinical and clinical studiesthat exploreinnovative strategies to meet the circulatory needs of
the pediatric patient population. Each offeror isexpected to focus on overcoming the physio-
logical and bioengineering hurdles that currently impede devel opment of extracorporeal and
implantableassist devicesfar infantsand small children. Systemsmustbe, for example, appro-
priately sized, but capable of providing adequate cardiac output for the infant or child, while
avoiding complications associated with the patient’s small size, such as vascular injury or
thrombosis. It isnot anticipated that every offeror will proposeaprogram that includesclinical
testing within the five contract years, although each proposal should include the design and
evaluation of devices with aclear potential for future clinical application.

b. Background Information

Congenital heart disease isthe most common fatd birth defect, with most deaths attributable
to the inability of the heart to support adequate cardiac output. The spectrum of congenital
cardiovascular malformations ranges in severity from mild to life-threatening. In addition,
acquired childhood cardiac disease may result from infection, inflammation, muscle disease,
or arrhythmia. In most cases, conventional medical or surgcal treatment is sufficient and
effective in restoring and maintaining adequate cardiac output. Some children, however,
experience ventricular falure despite maximd medical and surgical management. Other
infants and children coud potentially benefit from circulatory support in lieu of prolonged
high-dosepositiveinotropic treatment and mechanical ventilation. Thesechildrenfall intothe
following categories, each with varying circulatory support requirements.
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i.  Ventricular dysfunction associated with congenital heart disesse.

These children generally range in age from newborn to two years of age, although some
individualswill beoutsidethisrange. Their clinical ind cationsincludetheinability toseparate
from cardiopulmonary bypass in the operaing room, intractable postoperative arrhythmia,
transient ventricular dysfunction asa consequence of pre-operative anatomy and phys ology,
inadequatehemodynamic repair, or decreased myocardial functionfollowing prolonged cardio-
pulmonary bypass.

A subset of these children will have asinglefunctional ventricle of right, left, or indeterminate
ventricular morphology. Single ventricle physiology poses unique chall enges for the design
of circulatory support systems, and circulaory support in this setting isinadequate at present.
In the normal heart, and in the heartsof most children with congenital heart disease with two
functional ventricles, blood flows sequentially from the systemic ciraulation to the pulmonary
circulation. Thissituation isdifferent in children with functional singe ventricle physiology
whereblood issimultaneously pumped to the systemic and pulmonary circuldionsby asinge
pumping chamber. Subsequent surgical proceduresin these individuals require that the caval
veins and their mgjor tributaries be unobstructed. These physiological and anatomic factors
need to be taken into consideration in the design of circulatory support devices for use in
pediatric patients with a single functional ventricle.

ii.  Ventricular dysfunctiondueto myocarditis, sepsis, cardiomyopathy, or cardiopulmonary
collapse.

These children range in age from newborn through adolescence, and they may require
prolonged circulatory support as a bridge either to myocardial recovery or to cardiac
transplantation.

Key issues that affect all infants and children requiring circulatory support include the speed
of initiation of ventricular support, the duration of support, thesizeand location of cannulation
sites, exposure to blood products, and the variable range of cardiac output required based on
thesizeof theinfant or child. In some cases, suchasfulminant neonatal myocarditispresenting
as cardiac shock in the emergency department, rapid deployment of ventricular assist may be
the difference between death and survival. Such systemsare not currently avalablefor infants
and small children. In other cases, rapid deployment may be less important than the ability to
sustain circulatory support with a minimum of complications while the child is awaiting
recovery of cardiac function or cardiac transplantation.

In summary, this BAA seeksto support the devel opment of afamily of devices adaptableto a
variety of circulatory support requirements in infants and small children. The goal is to
encourage development of novel, innovative approachesto circulatory support that overcome
not only the current size and hemodynamic limitationsfor pediatric assist devices, but that dso
address issues of rapid deployment, ease of use, variations in cannulation methods, and the
need to minimize priming volumes, infection, bleeding, and thrombus formation.

c¢. Detailed Description of the Technical Requirements

1. Initiation of support: A ciraulatory support system should be in use less than one hour
following the decision to initiate support. Often patients requiring emergent circulatory
support have already experienced cardiovascular cdlapse and may be receiving cardio-
pulmonary resuscitation (CPR). Current research supports the concept that neurol ogical
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outcomes are better if adequate circulatory support is achieved rapidly. Thus, reducing
the time to initiation of circulatory support is of critical importance.

I ssues pertaining to the initiation of support include device availability, device priming
volume, portability, and rapidity and ease of cannulation. A device should be capabl e of
being maintained in a state of readiness so that deployment delays are minimized.

A circulatory assist device shoud require little or no blood to primethe circuit. Systems
should be sufficiently small and portableto allow initiation of their usein the emergency
room or in a patient’s room where spaceis limited. Devices should also be designed so
that patients can be easily transported to either the pediatric intensive care unit or the
operating room once assist has been initiated. Insertion of cannulae should not be
technically limiting so that the procedure can be performed in avariety of clinical arenss.
Cannulae should be designed for secure placement to minimize the risk of being
dislodged with patient movement or during transport.

2. Duration of support: Because the indications for a pediatric circulatory support device
vary greatly, the duration of support required isdifficult to predict. Itisunlikely that one
device would be applicable to all patient populations. Some patients will only require
hours of support, whereas others will need the device for months until myocardial
function recovers or an acceptable donor organ becomes avalable for transplantation.

Devicedesignsshouldincludedevicesto providecircul atory support for up to one month,
and devices that provide circulatory support for up to six months. Devices for young
children requiring circulatory support for extended periods of timeshould be designed to
be reasonably portable to optimize patient mobility and quality of life.

3. Rdiability: Formal in vitro reliability tests, generally called “readinesstesting,” are not
included in this BAA program. However, reliability models and device design should
consider areliability of 0.80 with 60% confidence limits as aminimum goal prior to
clinical use for either the one-month or six-month system design.

4. Cannulation sites: The current extracorporeal membrane oxygenation (ECMO) cirauit,
when cannulated for arterial-venous circulation, requires the sacrifice of one carotid
artery, potentially diminishing cereoral circulation on the cannulated side. If an offeror
proposes the design of a new gas exchange assist system, novel cannulation approaches
should beincorporated to preserve exising vascular anatomy.

For the subset of patients with sing e ventricle anaomy who require circul atory support,
device design must overcome additional barriers. Patency of the peripheral vesselsused
for cannulation may be essential for optimal subsequent surgical palliation. Device and
cannulae design should take into account variations and limitations in the size of the
patient’ s vasculature and the risk of central venous occlusion.

5. Infection: Thereare many aspects of infection control that require consideration when a
circulatory assist device is employed in the pediatric patient. Whenever the skin is
broken, the risk of infection rises. Although al attempts are made to place the devices
as cleanly as possible, these devices are frequently placed emergently in non-operating
room arenas where sterility is not always assured. The presence of indwelling cannulae
increases infection rates proportional to the duration of cannul&ion. In addition, some
patients requiring circulatory support will be relatively immunocompromised, further
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10.

increasing their risk of infection. Because of these concerns, the device designs shauld
employ novel approaches to reduce the infection risk.

Exposureto blood products:. Another key aspect of infection prevention isthe limitation
of exposureto blood products. Althoughthe blood supplyinthe United Statesisrelative-
ly safe, thereisasmall risk of acquiring a blood borne infection via transfusion. Device
designs should take into consideration limiting exposure to blood products both by
decreasing the device priming volumeand by limiting the need for blood sampling during
the duration of support. For example, the design might incorporate self-contained moni-
tors to determine adequacy of anticoagulaion and to evaluate blood gas parameters to
reduce blood sampling and the need for transfusion secondary to iatrogenic anemia.

Bleeding and thrombosis: Devices should incorporate strategies to minimize bleeding,
hemolysis, and thrombosis. For devicestobe employed in pediatric patients, thisdesign
aspect is especialy critical. Blood vessels of infant brains are more susceptible to
bleeding induced by shear stress. Children are al'so moreapt to sustaininjuriesthat could
result in serious bleeding if the patient is highly anticoagulated.

Physiologic considerations. The most important physiologic parameter to be addressed
by the circulatory support devicedesign isadequate blood flow indexed to body size. The
target body size for the family of deviceswould be 2 kg to 25 kg.

Infantsand small children have smaller circulating blood volumes, higher average heart
rates, and smaller, more compliant blood vessals than adults. Design of devices should
focuson supplying adequatefl ow to prevent end organ damage whilelimiting endothelial
damage, hemolysis, and the risk of thrombus formation.

Evaluation of device failure: The device should be able to be routinely deployed and
functioning in less than one hour. The system needs to provide adequate perfusion to
maintain end organ function as assessed by blood pressure, capillary refill time, urine
output, metabolic acidosis, and serum markers of end organ function. Blood gas
exchange systemsshould provide adequate oxygenation and ventilation in the setting of
cardiopulmonary collapse as evaluated by arteriolar oxygen and carbon dioxide
concentrations. The system needsto function continuously for the intended periodof use
taking into account routine maintenance.

During in vitro testing, devices need to demonstrate reliability by sustained operation for
periodsat |east twiceaslong astheir intended use. System outputs should not drop bel ow
minimum design flow specificationsfor aperiod exceeding five minutesfor each hour of
operation. During clinical use, flow variations must not result in significant clinical
adverse events

Other design considerations: Audible noiseand vibration must be acceptabl e to patients,
family members, and medical personnel. Devices must be rdiablein any orientation of
the patient. 1ssues of electromagnetic field generation and susceptibility to energy fields
must be addressed.

Offerors may submit a proposal for research that addresses only one or both of the two
patient need categoriesdescribed aboveinitem (b). Thus, designsthat address only short
term needs (up to one month), or only longer term needs (up to six months), as well as
devicesthat may fulfill both short and longer term design requirements,will be considered
responsive to this aanouncement.
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d.

Reference Material

Reference will be cited in the BAA to the National Heart, Lung, and Blood Institute Task
Force on Research in Pediatric Cardiovascular Disease (May 2002) at http://www.nhlbi.
nih.gov/resources/docs/pediatric_cvd.htm.

Phasing

Phasing may be applicable for some or all of the proposals submitted in response to this
solicitation. The announcement requires offerors to include time-phased schedules in their
proposas. Program plans arerequired by this solicitation and will be updated annually.

Clinical Research/Human or Animal Subjects

Becausedevices suitablefor testing in humans or animals may be proposed in responsetothis
announcement, offerorsmust refer to the appropriate policy statementsat http://www.nhlbi.nih.
gov/funding/pdicies/index.htm.

Animal Care and Use—The Contractor shall dbtain, prior to thestart of any work under this
contract involving animals, an approved Animal Welfare Assurance from the Office of
Extramural Research (OER), Office of Laboratory Anima Welfare (OLAW), Officeof the
Director, NIH, asrequired by Section 1-43-30 of the Public Hedth Service Policy on Humane
Care and Use of Laboratory Animals. The Contractor shall maintain such assurance for the
duration of thiscontract, and any subcontractors performing work under thiscontract involving
the use of animals shall also obtain and maintain an approved Animal Welfare Assurance.
Refer to http://grants.nih.gov/grants/d aw/references/phspol.htm.

Under governing policy, federal funds administered by the Public Health Service (PHS) shall
not be expended for research involving live vertebrate animals without prior approval by the
office of laboratory animal welfare (OLAW), of an assurance to comply with the PHS policy
on humane care and use of laboratory animals. Thisrestriction appliesto all performancesites
(e.g. collaborating institutions, subcontractors, subgrantees) without OL AW-approved assur-
ances, whether domestic or foreign.

Many proposals are expected that will not involve testing of devices in human beings; it is
possible that some proposals will involve human testing. All proposed devices that are suc-
cessful will be subjected to extensiveanimal and human testing whether during the contract pe-
riod or after contract compl etion, as necessary to receive FDA approval for salesand use. The
above references are considered to bepotentially valuable to offerors regardl ess whether they
are required to be included in any particular contract.

Special Requirements (as applicable)

Geographic limitations are specifically not anticipated for this solicitation; full and open
competition is anticipated for offers both foreign and domestic.

SPECIFIC BAA INSTRUCTIONS AND PROVISIONS

Thefollowing specific BAA instructionsand provisionsgoply to thisBroad A gency Announcement:

A. Proposa Intent Response Sheet (submit prior to proposal submission—by March 21, 2003)

B.

Packaging and Delivery of Proposal


http://www.nhlbi.nih.gov/resources/docs/pediatric_cvd.htm
http://www.nhlbi.nih.gov/funding/policies/index.htm
http://www.nhlbi.nih.gov/funding/policies/index.htm
http://grants.nih.gov/grants/olaw/references/phspol.htm

A. PROPOSAL INTENT RESPONSE SHEET
BAA No. NHLBI-HV-04-01
TITLE OF BAA: Pediatric Circulatory Support

If youintendto submit aproposal, please FURNISH THE INFORMATION REQUESTED BEL OW
AND RETURN THIS PAGE BY March 21, 2003. YOUR EXPRESSION OF INTENT ISNOT
BINDING BUT WILL ASSIST USIN PLANNING FOR PROPOSAL EVALUATION.

COMPANY/INSTITUTION NAME:

ADDRESS:

PROJECT DIRECTOR'S NAME:
TITLE:
TELEPHONE NUMBER:

NAMES OF COLLABORATING INSTITUTIONS AND INVESTIGATORS
(include Subcontractors and Consultants):

RETURN TO:

Review Branch

NIH, NHLBI

Attention: Anne Clark FAX (301) 480-0730
6701 ROCKLEDGE DR MSC 7924

BETHESDA MD 20892-7924
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B. PACKAGING AND DELIVERY OF THE PROPOSAL

Y our proposal shall be organized as specified in the “ Standard RFP Instructions and Provisions.”
Shipment and marking shall be as follows:

EXTERNAL PACKAGE MARKING
In addition to the address cited below, mark each package as fdlows:

“BAA NO. NHLBI-HV-04-01
“TO BE OPENED BY AUTHORIZED GOVERNMENT PERSONNEL ONLY”

The numbers of copies required of each part of your proposal are:
TECHNICAL PROPOSAL: ORIGINAL* AND Twenty-five (25) COPIES
BUSINESS PROPOSAL: ORIGINAL* AND Six (6) COPIES

DELIVER PROPOSAL TO:

Review Branch, Division of Extramural Affairs
National Heart, Lung, and Blood Insti tute, NIH
Rockledge 2, Room 7091

6701 ROCKLEDGE DR MSC 7924
BETHESDA MD 20892-7924

Dueto post 9/11 security measures, DELIVERIESWILL ONLY BEACCEPTED BY USPOSTAL
SERVICE OR COMMERCIAL COURIER SERVICES SUCH AS UPS, FEDEX, HDL, ETC.
Proposals delivered in person may or may not be accepted.

*THE ORIGINAL PROPOSAL MUST BE READILY ACCESSIBLE FOR DATE STAMPING.
IN ADDITION, EVERY SEPARATELY BOUND VOLUME MUST CONTAIN THE ORGANI-
ZATION'SNAME, ADDRESS, AND BAA NUMBER

[1l. GENERAL INSTRUCTIONS AND PROVISIONS
1. GENERAL INFORMATION

a

@

INSTRUCTIONS TO OFFERORS—COMPETITIVE ACQUISITION [FAR Clause
52.215-1 (May 2001)]

Definitions. As used in this provision—

“Discussions’ are negotiationsthat occur after establishmentof the competitiverangethat
may, at the Contracting Officer's discretion, result in the offeror being allowed to revise
its proposal.

“Inwriting,” “writing,” or “written” means any worded or numbered expression that can
beread, reproduced, and later communicated, and includes el ectronically transmitted and
stored information.

“Proposal modification” is a change madeto a proposal before the solicitation's closing
date and time or made in response to an anendment, or madeto correct amistake at any
time before award.

“Proposal revision” is achange to aproposal made after the solicitation closing date, at
the request of or as allowed by a Contracting Officer as the result of negotiations.


http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20General

PEDIATRIC CIRCULATORY SUPPORT, BAA NHLBI-HV-04-01 Page 37 of 48 pages

(b)

(©)

“Time,” if stated asanumber of days, is calculated using calendar days, unless otherwise
specified, and will include Saurdays, Sundays, and legal holidays. However, if thelast
day falls on a Saturday, Sunday, or legd holiday, then the period shall include the next
working day.

Amendmentsto solicitations. If thissolicitationisamended, all termsand conditionsthat
are not amended remain unchanged. Offerors shall acknowledge receipt of any
amendment to this solicitation by the date and time specified in the amendment(s).

Submission, modification, revision, and withdrawal of proposals. (1) Unless other
methods (e.g., electronic commerce or facsimile) are permitted in the solicitation,
proposals and modifications to proposals shall be submitted in paper media in sealed
envelopes or packages (i) addressed to the office specified in the solicitation, and (ii)
showing thetime and date specified for recei pt, the solicitation number, and the name and
addressof theofferor. Offerorsusing commercial carriers should ensurethat the proposal
is marked on the outermost wrapper with the information in paragraphs (c)(1)(i) and
(©)(2)(ii) of this provision.

(2) Thefirst page of the proposal must show—
(i) The solicitation number;

(i) The name, address, and telephone and facsimile numbers of the offeror (and
electronic address if available);

(iii) A statement specifying theextent of agreement with all terms, conditions, and
provisionsincluded inthesolicitation and agreement to furnishany orall items
upon which pricesare offered a the price set opposite each item;

(iv) Names, titles, and telephone and facsimile numbers (and el ectronic addresses
if available) of persons authorized to negotiate on the offeror's behal f with the
Government in connection with this solicitation; and

(v) Name, title, and signature of person authorized to 9gn the proposal. Proposals
signed by an agent shall be accompanied by evidence of that agent'sauthority,
unless that evidence has been previously furnished to the issuing office.

(3) Submission, modification, revision, and withdrawal of proposals. (i) Offerors are
responsible for submitting proposals, and any modifications or revisions, so as to
reach the Government office designated in the solicitation by the time specifiedin
thesolicitation. If no timeisspecifiedinthesolicitation, thetimefor receiptis4:30
p.m., local time, for thedesignated Government office on the date that proposal or
revision is due.

(i) (A) Any proposal, modification, or revision received at the Government
office designated in the solicitation after the exact time specified for
receipt of offersis”late” and will not be considered unlessit isreceived
before award is made, the Contracting Officer determinesthat accepting
the late offer would not unduly delay the acquisition; and—

(1) If it was transmitted through an electronic commerce method
authorized by the solicitation, it was received at the initial point of
entry to the Government infrastructure not later than 5:00 p.m. one
working day prior to the date specified for receipt of proposals; or
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(4)

()

(6)

(7)

(8)

(9)

(2) Thereisacceptable evidenceto establish that it was received at the
Government installation designated for receipt of offers and was
under the Government's control prior to the time set for receipt of
offers; or

(3) Itistheonly proposal received.

(B) However, alate modification of an otherwise successful proposal that
makesitsterms more favorable to the Government, will be considered at
any timeit isreceived and may be accepted.

(iif) Acceptableevidenceto establish the time of receipt at the Government instal-
lation includesthetime/date stamp of that install ation onthe proposal wrapper,
other documentary evidence of receipt maintained by the installation, or oral
testimony or statements of Government personnel.

(iv) If an emergency or unanticipated event interrupts normal Government pro-
cesses so that proposal scannot be received at the office designated for receipt
of proposals by the exact time specified in the solicitation, and urgent Gov-
ernment requirements preclude amendment of the solicitation, the time
specified for receipt of proposals will be deemed to be extended to the same
time of day specifiedin the solicitation on the first work day on which normal
Government processes resume.

(v) Proposals may be withdrawn by written notice received at any time before
award. Oral proposals in response to oral solicitations may be withdrawn
ordly. If the solicitation authorizes facsimile proposals, proposals may be
withdrawn via facsimile received at any time before award, subject to the
conditions specified in the provision at 52.215-5, Facamile Proposals. Pro-
posals may be withdrawn in person by an offeror or an authorized repre-
sentative, if theidentity of the person requesting withdrawal is established and
the person signs a receipt for the proposal before award.

Unlessotherwise specified in thesolicitation, the offeror may proposeto provideany
item or combination of items.

Offerors shall submit proposals in response to this solicitation in English, unless
otherwise permitted by the solicitation, and in U.S. dollars, unless the provision at
FAR 52.225-17, Evaluaion of Foreign Currency Offers, isincluded in the solici-
tation.

Offerors may submit modifications to their proposals at any time before the
solicitation closing date and time, and may submit modifications in response to an
amendment, or to correct a mistake at any time before award.

Offerors may submit revised proposals only if requested or allowed by the
Contracting Officer.

Proposals may be withdrawn at any time before award. Withdrawals are effective
upon receipt of notice by the Contracting Officer.

Offerorsmay submit proposal stha depart from stated requirements Such proposals
shall clearly identify why the acceptance of the proposal would be advantageous to
the Government. Any deviations from the terms and conditions of the solicitation,
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aswell asthe comparative advantage to the Government, shall be clearly identified
and explicitly defined. The Government reservestheright to amend the solicitation
toallow al offerorsan opportunity to submit revised proposal s based on the revised
requirements.

(d) Offer expiration date. Proposals in response to this solicitation will be valid for the

(€)

number of days specified on the solicitation cover shee (unless a different period is
proposed by the offeror). [Note: In accordance with HHSAR 352.215-1, thefollowing
paragraph (e) is substituted for the subparagraph (€) of the provision at FAR 52.215-1.]

Restriction on disclosure and use of data. (1) The proposal submitted in responseto this
request may contain data (trade secrets; business data, e.g., commercial information,
financial information, and cost and pricing data; and technical data) which the offeror,
including its prospective subcontractor(s), does not want used or disclosed for any
purpose other than for evaluation of the proposal. The use and disclosure of any datamay
be so restricted; provided, that the Government determines that the datais not required
to be disclosed under the Freedom of InformationAct, 5 U.S.C. 552, asamended, and the
offeror marks the cover sheet of the proposal with the following legend, specifying the
particular portions of the proposal which are to be restricted in accordance with the
conditionsof thelegend. The Government'sdetermination to withhold or disclosearecord
will be based upon the particular circumstances involving the record in question and
whether the record may be exempted from disclosure under the Freedom of Information
Act. The legend reads:

Unlessdisclosureisrequired by the Freedom of Information Act, 5
U.S.C. 552, as amended, (the Act) as determined by Freedom of
Information (FOI) official sof the Department of Health and Human
Services, datacontained in the portions of this proposal which have
been specifically identified by page number, paragraph, etc. by the
offeror as containing restricted information shall not be used or
disclosed except for evaluation purposes.

The offeror acknowledges that the Department may not be able to
withhold arecord (data document, etc.) nor deny accessto arecord
requested pursuant to the Act and that the Department's FOI
officials must make that determination. The offeror hereby agrees
that the Government is not liable for disclosure if the Department
has determined that disclosure is required by the Act.

If acontract isawardedto the offeror asaresult of, or inconnection
with, the submission of this proposal, the Government shall have
right to use or disclose the data to the extent provided in the
contract. Proposals not resulting in a contract remain subject to the
Act.

The offeror also agreesthat the Government isnot liablefor disclo-
sure or use of unmarked data and may use or disclose the data for
any purpose, including the release of the information pursuant to
requests under the Act. The data subject to this restriction are
contained in pages (insert page numbers, paragragph designations,
etc. or other identification).
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(9)

)

3

In addition, the offeror should mark each page of data it wishesto restrict with the
following statement:

Use or disclosure of data contained on this page is sub-
ject to the restriction on the cover sheet of this proposal
or quotation.

Offerors are cautioned that proposals submitted with restrictive legends or
statementsdiffering in substance from the above legend may not be considered for
award. The Government reserves the right to reject any proposal submitted with a
nonconforming legend.

Contract award. (1) The Government intends to award a contract or contracts resulting
from this solicitation to the responsible offeror(s) whaose proposal (s) represents the best
value after evaluation in accordance with the factors and subfactors in the solicitation.

)

3

(4)

(5)

(6)

(7)

(8)

(9)

The Government may reect any or all proposals if such action is in the Govern-
ment's interest.

The Government may waive informalities and minor irregularities in proposds
received.

The Government intendsto eval uate proposalsand award a contract without discus-
sionswith offerors(except clarificationsasdescribedin FAR 15.306(a)). Therefore,
the offeror'sinitial proposal should contain the offeror's best terms from a cost or
priceand technical standpoint. The Govemment reservestheright to conduct discus-
sions if the Contracting Officer later determines them to be necessary. If the
Contracting Officer determines that the number of proposds that would otherwise
be in the competitive range exceeds the number at which an efficient competition
can be conducted, the Contracting Officer may limit the number of proposalsin the
competitive range to the greatest number that will permit an efficient competition
among the most highly rated proposals.

The Government reservestheright to make an award on any item for aquantity less
than the quantity offered, at the unit cost or prices offered, unless the offeror speci-
fies otherwise inthe proposal.

The Government reservestheright to make multipleawardsif, after considering the
additional administrative costs, it isin the Government's best interest to do so.

Exchanges with offerors after receipt of a proposal do not constitute a rejection or
counteroffer by the Government.

The Government may determine that a proposal is unacceptable if the prices
proposed are materially unbal anced between lineitemsor sublineitems. Unbal anced
pricing exists when, despite an acceptable total evaluated price, the price of one or
morecontract lineitemsissignificantly overstated or understated asindicated by the
application of cost or price analysis techniques. A proposal may be rejected if the
Contracting Officer determines that the lack of balance poses an unacceptable risk
to the Government.

If acost realism analysisis performed, cost realism may be considered by the source
selection authority in evaluating performance or schedulerisk.
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(10) A written award or acceptance of proposal mailed or otherwise furnished to the
successful offeror within the time specified in the proposal shall result in abinding
contract without further action by ether party.

(11) The Government may disclose the followi ng information in postaward debri efings
to other offerors:

(i) The overall evaluated cost or price and technica rating of the successful
offeror;

(i) The overall ranking of all offerors, when any ranking was developed by the
agency during source sdection;

(iii) A summary of the rationale for award; and

(iv) For acquisitions of commercial items, the make and model of the item to be
delivered by the successful offeror.

b. NAICSCODE AND SIZE STANDARD

Note: Thefollowing informationisto beused by the offeror in preparing its Representa
tions and Certifications (See Section K of this BAA), specifically in completing the
provisionentitled, SMALL BUSINESSPROGRAM REPRESENTATION, FAR Clause
52.219-1.

(1) TheNorth American Industry Classfication System (NAICS) code for thisacquisi-
tionis541710.

(2) Thesmall business sze standard is 500 employees.
c. TYPEOFCONTRACT AND NUMBER OF AWARDS

It is anticipated that four to eight awards will be made from this solicitation and that the
awards will be made on/about February 15, 2004.

Itisanticipated that the awardsfrom thissolicitation will bemultiple-year cost reimburse-
ment type completion form contracts with terms of five years and that incremental
funding will be used [see Business Proposal Instructions, Item 1.8 on web].

e. ESTIMATE OF EFFORT

It isexpected that completion form contractswill beawarded asaresult of thisBAA. The
Government does not intend to provide an estimate of effort for this BAA.

f. COMMITMENT OF PUBLIC FUNDS

The Contracting Officer is the only individual who can legally commit the Government
to the expenditure of public funds in connection with the proposed procurement. Any
other commitment, either explicit or implied, isinvalid.

g. COMMUNICATIONS PRIOR TO CONTRACT AWARD

Offerorsshall direct all communicationsto theattention of the Contract Specialist or Con-
tracting Officer cited on the face page of thisBAA. Communicaionswith other officials
may compromise the competitivenessof thisacquisition and result in cancellation of the
requirement.


http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20Business
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h.

RELEASE OF INFORMATION

Contract selection and award information will be disclosed to offerorsin accordance with
regulations applicable to negotiated acquisition. Prompt written notice will be given to
unsuccessful offerors asthey are eliminated from the competition, and to all offerorsfol-
lowing award.

COMPARATIV E IMPORTANCE OF PROPOSALS

Y ou areadvised that paramount consideration shall be given to the eval uation of technical
proposals. All evaluation factorsother than cost or price, when combined, aresignificant-
ly more important than cost or price. Therelativeimportance of theevaluation factorsis
specified in Section M of this solicitation. However, the Government reserves the right
to make an award to the best advantage of the Government, cost and other factors con-
Sidered.

PREPARATION COSTS

This BAA does not commit the Government to pay for the preparation and submission
of aproposal.

SERVICE OF PROTEST (AUGUST 1996) FAR 52.233-2

() Protests, asdefinedin section 33.101 of the Federal Acquisition Regulation, that are
filed directly with an agency, and copies of any protests that are filed with the
General Accounting Office (GAO), shall be served on the Contracting Officer
(addressed as follows) by obtaining written and dated acknowledgment of receipt
from:

Robert A. Julia, Contracting Officer
National Institutes of Health

National Heart, Lung, and Blood Institute
Contracts Operations Branch

Rockledge 2, Room 6110

6701 ROCKLEDGE DR MSC 7902
BETHESDA MD 20892-7902

AVAILABILITY OF THE “FEDERAL ADP AND TELECOMMUNICATIONS
STANDARDS INDEX.”

Copiesof the“ Federa ADP and TelecommunicationsStandardsindex” canbe purchased
from the U.S. Government Printing Office, Superintendent of Documents, Washington
DC 20402.

m. GOVERNMENT FURNISHED FACILITIESAND EQUIPMENT
No materials, facilities, or property are anticipated to be provided by the Government for this
acquisition.

2. INSTRUCTIONS TO OFFERORS
Theinstructions set forth below are provided by URL linksto “ Streamlined RFP” instructions
whichareconsidered apart of thissolicitation, including thereguired formsand formats. (Note

that in some cases, versions of formsthat can befilled out on screen may be available at http://
forms.cit.nih.gov/ListPDE.html.) Inthe event of aconflict between theinstructionswrittenin
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this document and the Streamlined RFP instructions on the Web, the former take precedence.
In the event of conflict between the general and special instructions on the Web, the | atter take
precedence.

a  GENERAL INSTRUCTIONS

Thefollowing instrudionswill establish the acceptableminimum requirementsfor the format
and contents of proposals. Specia attention is directed to the requirements for technical and
businessproposal sto be submitted in accordancewith theseinstructions. Notethat thelnstruc-
tions to Offerors (Items A through F at the link below) are supersaded by Section 11 pat 1.
above, http://ocm.od.nih.gov/contracts/rfps/inststd.htm#l nstructions—General.

b. TECHNICAL PROPOSAL INSTRUCTIONS

A detailed work plan must be submitted indicating how each aspect of the statement of work
isto be accomplished. Y our technical approach should be in as much detail as you consider
necessary to fully explainyour proposed technical approach or method. Thetechnicd proposal
should reflect aclear understanding of the natureof the work being undertaken. Thetechnical
proposal must includeinformation on how the project isto be organized, staffed, and managed.
Information should be providedwhich will demonstrate your understanding and management
of important eventsor tasks. Seeinstructionsat: http://ocm.od.nih.gov/contracts/rfps/inststd.
htm# nstructions—Technical

TECHNICAL PROPOSAL TABLE OF CONTENTS

Please number each page of text. Typedensity and 9ze must be 10-12 points. If constant spac-
ing is used, there should be no morethan 15 cpi, whereas proportional spacing should provide
an average of no more than 15 cpi. There must be no more than six lines of text within a
vertical inch.

The technical proposal should be organized as follows:
1. TECHNICAL PROPOSAL COVER SHEET (Form islocated in the Streamlined

RFP References under “FORMS, FORMATS, ATTACHMENTS®) .... Pagel
2. TECHNICAL PROPOSAL TABLEOF CONTENTS................ Page 2
3. ABSTRACT . Page 3

State the proposal's broad, long-term objectives and specific aims. Briefly and concisely
describe the research design and methods for achieving these goals. DO NOT EXCEED
one page in providing the abstract. Identify the BAA Number, Institution and Principal
Investigator on the abstrad.

4. TECHNICAL APPROACH (no more than 36 PAGES single-spaced)
Refer to Technical Proposal Instructions located in the Standard RFP Instructions
and Provisions under Streamlined RFP References for more detail.

A. PERSONNEL

(1) Listof al Personnel inthe project including Subcontradors,
Consultants/Collaborators, by name, title, department and
Organization . ..........iuiii i e Page #

PROVIDE NARRATIVE FOR:
(2) Principa Investigator/Project Director ................... Page #


http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20General
http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20Technical
http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20Technical
http://www4.od.nih.gov/ocm/contracts/rfps/forms1.htm
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(3) OtherInvestigators . ... ......veiiiii e, Page #

(4) Additional Personnel ........... ... ... Page #
[NOTE: For personnel, include a two-page biosketch under
APPENDICES below.]

B. WORK STATEMENT

(1) ObJeCtiVES ...t Page #
(2) Approach . ... Page #
(B Methods . ... Page #
(4) Schedule. . ... ... Page #

C. FACILITIES, EQUIPMENT, AND OTHER RESOURCES.. ...... Page #
List/describe all facilities, equipment and other resources available for
this project.

D. OTHERCONSIDERATIONS ...... ..ot Page #
(Use specifically titled subparagraphs, as applicable.)

5 OTHER SUPPORT ... . e e e e e Page #

Complete the Form “Summary of Current and Proposed Activities.” All key
personnel must be listed on thisform. The form is located in the Streamlined
RFP References under “FORMS, FORMATS, ATTACHMENTS”

6. TECHNICAL PROPOSAL COST INFORMATION ................ Page #

(Form is located in the Streamlined RFP References under “FORM S
FORMATS, & ATTACHMENTS.")

7. LITERATURECITED . ... . e Page #
8. APPENDICES .. ... Page #

Total number of appendices shall not exceed 50 pages single-spaced. List each Ap-
pendix and identify the number of pagesfor each one. A ppendicesmust beclear and
legible, and easily located. Indude biosketches here.

PAGE LIMITS

The Technical Plan (objectives, approach, methodsand procedures, and schedul e) of the Tech-
nical Proposal shall not exceed 36 single-sided pages or 18 double-sided pages. This page
l[imitation does not apply to the cover sheet, abstract, table of contents, personnel, fecilities,
equipment and resources, other consideraions, other support, cost information, and literature
cited. Appendices shall be limited to 50 single-sided pages or 25 double-sided pages. Pages
in excess of this will be deleted and will be neither read nor evaluated. Each page of the
Technical Proposal must be numbered sequentially. Offerors are encouraged to limit the
overall size of the Technical Proposal, inclusive of appendices, atachments, etc. Note that
although no page limit has been placed on the Business Proposal, offerors are encouraged to
limit its content to only those documents necessary to provide adequate support for the pro-
posed costs.



http://www4.od.nih.gov/ocm/contracts/rfps/forms1.htm
http://www4.od.nih.gov/ocm/contracts/rfps/forms1.htm
http://www4.od.nih.gov/ocm/contracts/rfps/forms1.htm
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Type density and 9ze must be 10 to 12 points. If constant spacing is used, 15 cpi (characters
per inch) or fewer shall be used, whereas proporti onal spacing should provide an average of no
more than 15 cpi. There must be no more than six lines of text within avertical inch. Margins
must be set to 1 inch around, exclusive of headers or footers.

C. BUSINESS PROPOSAL INSTRUCTIONS
See: http://ocm.od.nih.gov/contracts/rfps/inststd. htm#lnstructions—B usi ness

Note: The “pre-formated cost proposal spreadsheet” referenced and linked therein should be
used and should be provided to the Contracting Officer on disk or CD or by email. Click for
the pre-formatted cost proposal spreadsheet. [Note: Thisisan Excel spreadsheet that will work
with other spreadsheet software.] Thissolicitation may require submission of certified cost or
pricing data.

Thefollowing solicitation provisions supersede equivalent language on thereferenced instruc-
tion page:
1. Small Disadvantaged Business Participation Plan

In accordance with FAR part 15.304(c)(4), the extent of participation of Small Disadvantaged
Business (SDB) concernsin performance of the contract in the authorized SIC Major Groups
will be evaluaed in unrestricted competitive acquistions expected to exceed $500,000
($1,000,000 for construction) subject to certain limitations (see FAR 19.1202-1 and 19.1202-
2(b). The dollar amounts cited above include any option years/option quantities that may be
includedinthissolicitation. Thedefinition of a“small disadvantaged business’ iscitedin FAR
19.001.

[NOTE: The SDB Participation Plan is a separate requirement from the Small, Small Disad-
vantaged and Women-Owned Small Business Subcontracting Plan described elsewherein this
solicitation, if applicable. Offerors shall submita Small Disadvantaged Business Participation
Plan which includes the following information in one clearly marked section of their business

proposal:]
A plan on the extent of participaion of SDB conceans in performance of the contract.
Participation in performance of the contract includes the work expected to be performed by

SDB concern(s). Thiscaninclude SDB (asprimecontractor), joint ventures, teaming arrangem-
ents, and subcontracts. Include the following information in your SDB participation plans:

a.  Theextent of an offerors commitment to use SDB concerns. Commitment should
be as specific as possible, e.g., are subcontract arrangements already in place; are
letters of commitment in place. Enforceable commitments will be weighted more
heavily than non-enforceable ones;

b.  Specificallyidentify the SDB concernswith point of contact and telephone number;
c. Thecomplexity and variety of the work SDB concerns are to perform;.
d. Reaism for the useof SDB in the proposal;

e. Past performance of the offeror in complying with subcontracting plans for SDB
concerns,

f.  Targetsexpressed as dollars and percentage of total contract value, in each of the
applicableauthorized SIC Mg or Group(s). A total target for SDB participation by


http://ocm.od.nih.gov/contracts/rfps/inststd.htm#Instructions-%20Business
http://ocm.od.nih.gov/contracts/spsh/spshexcl.xls
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the prime contractor that includes any joint ventures and team members* shall be
provided, aswell asatotal target for SDB participation by subcontractors. Targes
may be incorporated into and become part of any resulting contract; and

g. The extent of participation of SDB concens in terms of the value of the total
acquisition.

[*NOTE: FAR Subpart 9.6 defines “Contractor team arrangements” to include two or more
companies forming a partnership or joint venture to act as a potential prime contractor, or a
potential prime contractor who agrees with one or more companies to have them act as its sub-
contractors on a specific contract or acquisition program. For purposes of evaluation of the
SDB participation factor, FAR 19.1202-4 requires that SDB joint ventures and teaming
arrangements at the prime level be presented separately from SDB participation by subcon-
tractors|].

SDB participation information furnished in the plan described above will not be used as an
evaluation factor (Section M—Evaluation Factorsfor Award). The Government will focuson
information that demonstrates realistic commitments to use SDB concernsrelativeto the size
and complexity of the acquisition under consideration. Also, references ather than those
identified by the offeror may be contacted by the Government toobtain additional information
that will be used in the evaluation of the offeror's commitment to SDB participation.

The Government is seeking to determine whether the offeror has demonstrated a commitment
to use SDB concerns for the work that it intends to perform as the prime contractor. The
assessment of the offeror's SDB Participation Plan will be used as a means of evaluating the
relative capability and commitment of the offeror and the other competitors, e.g., an offeror
with an exceptional record of participation with SDB concerns may receivea more favorable
evaluation than another whose record of participation with SDB concernsisacceptable, even
though both may have acceptald e technical proposals.

[NOTE: Offers to rely on SDB concerns merely for such activities as provision of supplies and
basic services such as travel arrangements, unless such supplies and arrangements are of
significant value and are an integral part of contract performance, will be considered of
negligible value for the purposes of evaluating the SDB participation plan.]

2. Uniform ResourceLocators (URLS) in Contrad Proposals

All proposal smust be sel f-contai nedwithin the specific pagelimitationscited el sewhereinthis
solicitation. Unless otherwise specified, URL S/ Internet addresses shall not be used to provide
information necessary to the review because reviewers are under no obligation to review the
Internet sites.

3.  Past Performance Information

a. Offerorsshall submit the following information as part of their business proposals (for
both the offeror and proposed major subcontractors): A list of the contracts completed
during the past three yearsand all contracts currently in progressfor products or services
similar to the solicitation workscope. Contractslisted may indude thoseentered into with
the Federal Govemment, agencies of state and locd governments and commercid cus-
tomers. Offerors that ae newly formed entities without prior contrads should list
contractsand subcontracts asrequired abovefor all key personnel. Include the following
information for each contract or subcontract:
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1. Name of Contracting Organization

N

Contract Number (for subcontracts, providethe prime contract number and subcon-
tract number)

Contract Type
Total Contract Vaue
Description of Requirement

Contracting Officer's Name and Telephone Number

N o g M w

Project Officer's Name and Telephone Number

b. Each offeror will be evaluated on its performance under existing and prior contracts for
similar products or services. Performance information will be used for respongbility
determinations. The Government will focus on information that demonstrates quality of
performance relative to the sizeand complexity of the acquisition under consideration.
The Government is not required to contact all references provided by the offeror, Refer-
ences other than those identified by the offeror may be contacted by the Government to
obtain additional information that will be used in the evaluation of an offeror's past per-
formance.

4. FOREIGN R&D PROPOSALS

If aforeign R&D proposal isreceived, the peer review group will address the need or appro-
priateness of accomplishing the work overseas.

5. EVALUATION OF FOREIGN CURRENCY OFFERS, FAR 52.225-17,
(FEBRUARY 2000)

If the Government receives offers in more than one aurrency, the Government will evaluate
offers by converting the foreign currency to United States currency using currency exchange
rates reported in The Washington Post in effect asfollows:

(@ For acquidtions conducted usng sealed bidding procedures, on the date of bid
opening.

(b) For acquisitions conducted using negotiation procedures—

(1) On the date specified for receipt of offers, if award is based on initial offers;
otherwise

(2) On the date specified for receipt of proposal revisions

SECTION M—EVALUATION FACTORS FOR AWARD

1

GENERAL

TheGovernment will makeawardsto theresponsible offerorswhose proposal sprovidethebest
value to the Government. For this solicitation, technical proposal, importance to agency pro-
grams, andfund availabilitywill receive paramount consideration in the sel ection of contractors
for thisacquisition. Past performancewill be evaluated asa* stand-alone factor” independent
of thetechnical evaluation. Evaluation of Small Disadvantaged Business (SDB) Participation
Planswill be made based on aconsideration of al relevant facts and circumstances, not on ab-
solute standards of acceptable performance. TheGovernment isseeking to determine whether
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the offeror has demonstrated its commitment and capability to use SDB concerns for the work
that it intends to perfomm as the prime contractor. Evaluation of the plan will be performed

only on those offers being considered for award. SDB participation will not be scored, but the

Government’s conclusions about overall commitment and realism of the offeror’s SDB

Participation Plan will be considered in determining the relative merits of the offeror’s

proposal. All evaluation factors other than cost/price, when combined, are significantly more

important than cost/price. The trade-off process described inFAR 15.101-1 will be employed.

This process permits tradeoffs among cost/price and non-cost factors and allows the Govern-

ment to consider award to other than the lowest priced or highest technically rated offeror. In

any event, the Government reserves the right to make an award to that offeror whose proposal
provides the best value to the Govemment.

The evaluation will be based on the demonstrated capabilities of the prospective offerors in
relation to the evaluation criteria as set forth herein and the project needs as set forth in the
BAA. Each proposal must document the fe asibility of successful implementation of the require-
ments of the BAA. The estimated cost of an offer must be reasonable for the tasks to be per-
formed, and in accordance with FAR 15.305, will be subject to a cost realism analysis by the
Government. The merits of each proposal will be evaluated carefully, based onresponsiveness
to the BAA and the thoroughness and feasibility of the technical approach proposed. The tech-
nical evaluation of proposals will be conducted through a peer or scientific review process in
accordance with established criteria set forth below.

NHLBI program and administrative staff will determine importance to agency programs and
availability of funds. Final selection of awards will depend upon scientific merit, the proposed
costs in relation to availability of funds, and program balance within the NHLBI at the time of
award selection. The NHLBI reserves the right to select a variety of technical approaches.

The technical review criteria and weighting factors to be used to evaluate technical proposals
submitted in response to this solicitation are:

. Criterion Points

Concept and Theory—Potential for the proposed concept to result in the development 25
of a pediatric circulatory support system that meets clinical and performance goals. The
degree to which design, potential design challenges, biocompatibility, modeling, and
quality control tasks are identified and addressed.

Innovation—The degree to which the proposed concepts are innovative relative to 20
existing systems.

Research, Design, Development, and Manufacturing—The appropriateness of the 20
proposed research to implement concepts for a new pediatric circulatory support system.

The degree to which design controls, fabrication, manufacturability, and quality control

of the device are addressed.

Plan for Testing and Evaluation—The adequacy and appropriateness of component 20
testing and/or whole device testing in vitro and in vivo, including pathology and explant
studies and justification of an appropriate animal model.

Capabilities of Offeror—The degree to which the offeror hasthe necessaryexpertiseand 15
commitment, facilities, and resources to accomplish the goals of the BAA.

Total: 100
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